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Preface

This book could not have been possible without the hard work and support of so 
many. I would like to thank all my contributors for their hard work and insight. 
Taking the time to help write a book, especially given the events of the past year, is 
an extraordinary commitment and achievement. I would also like to thank my sup-
port staff, especially Abha Krishnan and her editorial team at Springer, for their 
patience, hard work, and dedication in helping bring this project to completion.

I have the privilege of practicing multiple professions. On any given day, I have 
the opportunity of helping, patients, clients, or others as I work on their behalf as a 
physician, attorney, or consultant. I take great satisfaction in being able to help oth-
ers in need; it is my life’s work. This book crosses the boundaries between the pro-
fessions from a single multidisciplinary lens. My hope is that it is both engaging and 
practical.

The healthcare team is comprised of many professionals of diverse training and 
backgrounds who work in what is possibly the most regulated of any area of public 
service or commerce in the USA. To a large extent, deep ethical and moral convic-
tions, internal fortitude, work ethic, and dedication provide the momentum for 
healthcare professionals and their support teams to perform the work of patient care. 
Healthcare entails enormous personal commitment and sacrifice, from the begin-
ning of one’s training to the daily rigors of practice. Moreover, healthcare is not 
devoid of risk, as the recent COVID-19 pandemic has underscored. Throughout the 
moment-to-moment and day-to-day controlled chaos, it is often the shared goals 
and the team spirit that helps us all make a difference. It is not inconsequential that 
when the world ground to a halt in the COVID epidemic, the frontline healthcare 
teams were there, every day, every night, making a difference, doing what we were 
born to do.

However, take one step back and healthcare workers immediately realize the 
regulatory and legal complexity of the system in which we work each day. We seem 
to prefer the term “administrative complexity” to address the regulatory framework 
in which our healthcare system is embedded. We prefer the term “population health” 
to address the deep importance of the social and economic support system upon 
which our public health infrastructure is precariously balancing. The law is 
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something healthcare practitioners and administrators hope to avoid; however, it is 
always there. Nonetheless, there are healthcare attorneys, who also want to help; 
healthcare attorneys understand the regulations, laws, and the processes that are so 
essential to effective patient care. The task of the healthcare attorney is to help busy 
healthcare practitioners focus on patients, their families, and the community. The 
goal of healthcare attorneys is to provide guidance and counsel, when needed, to 
navigate the regulatory world. In a sense, healthcare attorneys are also a part of the 
healthcare team, perhaps not at the front lines, but on the sidelines helping to make 
it all work.

Morality and ethics will always be at the foundation of healthcare, as much as 
patients and families will always be our focus. Advances in medical technology 
should never overtake the relationships we have with our patients, although technol-
ogy helps us provide better care for them. New technology will pose ethical, legal, 
and regulatory problems, and technology, as it progresses, will inevitably “force” 
new laws and regulations. Laws rarely force technology, although they may enable 
innovation; technology, on the other hand, will inevitably and always force new 
laws and regulations into existence. It is inevitable that healthcare providers main-
tain their situational awareness and participate fully in their organizations, public 
policy development, and regulatory agencies to help develop and drive technology 
and laws and to help enable a better tomorrow.

Rochester, NY, USA James E. Szalados 

Preface
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Author’s Note and Disclaimers

This book is intended for students, teachers, clinicians, administrators, and other 
attorneys.

The material presented herein is intended to provide readers with a rich and prac-
tical overview of the enormous complexity of the ethical and legal framework in 
which healthcare professionals practice. This work is intended to serve both as a 
practical reference and also as a basis for further inquiry.

The information presented herein focusses on the laws and regulations related to 
the practice of healthcare in the USA and is not intended to address international 
laws or procedures.

The material presented herein is not intended to and must not be construed in any 
way to represent legal advice. This book in no way implies the existence of an attor-
ney–client relationship. No legal actions should be taken solely in reliance on this 
material. The editors and authors disclaim any legal responsibility for actions taken 
or not taken in reliance of the material herein to the fullest extent.

The laws of the USA are constantly in flux, with new regulations, statutes, and 
case law. In addition, the laws regarding or impacting healthcare vary between states.

Please consult with a qualified attorney for legal advice on any specific legal issue.
The opinions of the editor or the authors represent the opinions of each individ-

ual contributor and may not reflect the opinions or policies of any institutions, firms, 
or other entities with which the contributors are, or have previously been, affiliated.
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Chapter 1
Morality, Ethics, the Foundations 
of the American Legal System, and Ethical 
Challenges in the Digital Age

James E. Szalados

 Cultural Norms, Morality, Ethics, and the Law

The norms of behavior within a society are culturally defined. Such cultural defini-
tions of behavioral norms are largely rooted within religion, custom, and tradition. 
The course of human history is defined by diverse groups and cultures which devel-
oped and unified around specific and often unique sets of purpose, value, and prin-
ciples. Thus, norms of behavior can vary significantly between cultures (e.g., eastern 
and western values) and even between common root cultures with divergent tradi-
tions (e.g., English, Australian, Canadian, and American values) and even among 
the various states within a country. Codes of conduct, regulations, and laws evolve 
from shared ethical and moral values when individuals with a shared culture form a 
society and then a system of government. Thus, each society in some fashion will 
define its values and authorize its government to enforce shared values through 
legislation, regulation, and laws.

Societies cannot function or preserve their existence without oversight and 
enforcement mechanisms for upholding shared values. Regulations and laws are the 
mechanism by which societies enforce compliance with shared norms and preserve 
the deeply held, widely shared, and relatively stable values of that society. Without 
defined standards of tolerance and standards for behavioral conformity, social order 
is compromised. The distinctions between moral and immoral, ethical and unethi-
cal, and legal or illegal are thus defined in the context of shared cultural values [1].
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Thus, morality refers to a shared system of behavior within a society whereby 
standards are defined, and shared, regarding the “rightness” or “wrongness” of cer-
tain behaviors. Durkheim observed that “man is a moral being, only because he 
lives in society. Let all social life disappear and morality will disappear with it” [2]. 
Morality is an increasingly complex notion in an increasingly complex world: “the 
word carries the concepts of: (1) moral standards, with regard to behavior; (2) moral 
responsibility, referring to our conscience; and (3) a moral identity, or one who is 
capable of right or wrong action. Common synonyms include ethics, principles, 
virtue, and goodness. Morality has become a complicated issue in the multi-cultural 
world we live in today” [3].

Whereas morality may restrict behaviors, it can also promote rights and free-
doms by opening the scope of intellectual inquiry, argument, innovation, and exper-
imentation. Therefore, if the moral code of a society says that a certain action is 
right, then that action is right, at least within that society.

Freedoms will both liberate and protect. In a perfect world, liberties are endless 
limited only where one’s liberty interests encroach on those of others. Thus, the 
freedom to is the freedom to pursue one’s own individuality and personal goals and 
interests; freedom from is the freedom from encroachment upon one’s rights by oth-
ers. In order to be just, laws must be crafted so as to maintain the delicate balance 
of personal freedoms against societal interests. In a free society, laws must reconcile 
“principles of conformity and individual initiative, group living and private freedom 
of choice, social regulation and personal autonomy” [4]. Thus, “to individuality 
should belong the part of life in which it is chiefly the individual that is interested; 
to society, the part which chiefly interests society… everyone who receives the pro-
tection of society owes a return for that benefit, and the fact of living in society 
renders it indispensable that each should to observe a certain conduct towards the 
rest” [5]. Within Mill’s utilitarian framework, the function of laws and regulations 
within a society is to provide for the “the greatest good for the greatest number.”

Thus, the concept of “justice” is defined as a socially mandated conformity with 
existing law and regulations. Justice also presupposes that laws are enforced uni-
formly and that people can expect equal and impartial treatment in the eyes of the 
law. In the words of Aristotle, “The only stable state is the one in which all men are 
equal before the law” [6]. The Declaration of the Rights of Man and of the Citizen 
was drafted by the Abbé Sieyès and the Marquis de Lafayette, in consultation with 
Thomas Jefferson and was adopted in 1789 by the National Constituent Assembly 
of France, during the period of the French Revolution, as a human civil rights docu-
ment, and presumably, the first step toward writing a constitution for France. The 
French Declaration espoused the principles of secular natural rights and law and 
accordingly defined universal individual and collective rights applicable to all men. 
The Declaration contains 17 articles, and a preamble which describes the document 
to represent a “solemn declaration [of] the natural, inalienable, and sacred rights of 
man.” For example and in part, Article I states that “Men are born and remain free 
and equal in rights;” Article IV states that “Liberty consists of doing anything which 
does not harm others;” and Article VI states that “The law is the expression of the 
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general will. All the citizens have the right of contributing personally or through 
their representatives to its formation. It must be the same for all, either that it pro-
tects, or that it punishes” [7]. With respect to the just enforcement of laws, the 
French Declaration, (in contrast to prevailing notions ...surrendered to government), 
instead advocated that the power to enforce rights, rather than the rights themselves, 
be delegated to government. Furthermore, the Declaration, stated that such “execu-
tive power” was voluntarily delegated and revocable. The “executive power” of the 
government could thus be rightly reclaimed by the citizens in the event that the 
government become despotic or tyrannical.

The U.S. Declaration of Independence may be considered to be a product of the 
Enlightenment. Philosophers such as John Locke, David Hume, and others espoused 
humanistic principles to emphasize human liberty, human rights, and social justice 
as the foundation for a social contract between government and its governed. 
Subsequently in 1776, in the United States, The Declaration of Independence was 
adopted by the Second Continental Congress meeting at the Pennsylvania State 
House in Philadelphia and stated, in part:

When in the Course of human events it becomes necessary for one people to dissolve the 
political bands which have connected them with another and to assume among the powers 
of the earth, the separate and equal station to which the Laws of Nature and of Nature's God 
entitle them, a decent respect to the opinions of mankind requires that they should declare 
the causes which impel them to the separation.

We hold these truths to be self-evident, that all men are created equal, that they are endowed 
by their Creator with certain unalienable Rights that among these are Life, Liberty and the 
pursuit of Happiness. — That to secure these rights, Governments are instituted among 
Men, deriving their just powers from the consent of the governed, — That whenever any 
Form of Government becomes destructive of these ends, it is the Right of the People to alter 
or to abolish it, and to institute new Government, laying its foundation on such principles 
and organizing its powers in such form, as to them shall seem most likely to effect their 
Safety and Happiness [8].…

The United States Constitution was enacted September 17, 1787, at the Pennsylvania 
State House in Philadelphia and represents the foundational legal principles from 
which all laws in the United States are derived. The Preamble to the Constitution 
articulates its guiding principles to be unity, domestic tranquility, and general wel-
fare. The US Constitution is remarkable in that it assumed that both individual 
rights and natural rights were secured and articulated that the Constitution did not 
grant rights, but secured those natural personal rights and instead imposed limits 
upon the power of government. The link between morality and the law is under-
scored by the words of John Adams: “Our Constitution was made only for a moral 
and religious People. It is wholly inadequate to the government of any other” [9]. 
Thus, the US Constitution was built upon a long history of philosophical inquiry 
into the nature of man; the Framers’ views on moral philosophy were influenced by 
the intellectual traditions which guided their views on morality and politics such as 
natural law theory and Scottish Enlightenment thinking on issues of morality, 
humanism, social justice, and ethics.

1 Morality, Ethics, the Foundations of the American Legal System, and Ethical…
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 Ethics and the Law

A nation’s laws are usually founded on moral and ethical principles which demand 
just enforcement to promote societal harmony. Ethics have been generally consid-
ered to be abstract, internalized, and non-binding; they are, in a sense, opinions 
regarding appropriate behavior and construct. Similar to morality, ethics provide 
guidelines regarding norms of behavior within certain situations, although ethics are 
individual norms whereas moral are collective, or social norms. Whereas morality 
is a social construct, ethics are more personal. Nonetheless, ethical principles are 
linked to culture: Western ethics are derived from Judaic-Christian principles and 
the subsequent teachings of Aristotle (virtue ethics), Kant (duty-based ethics), and 
Bentham and Mill (utilitarian and consequentialist ethics). Eastern ethical princi-
ples are derived from diverse sources including Buddhist, Taoist, Confucian, Hindu, 
and the Islamic Hadith. Therefore, and arguably, western ethics may be more con-
cerned with the exploration of universal truths, whereas eastern ethical principles 
may be more concerned with protocol and respect; however, it is evident that within 
all social constructs there are in fact recognizable and non-distinct universally 
shared ethical principles [10].

Typically, it was believed that what is lawful may not be ethical, and what is ethi-
cal may not be lawful. Nonetheless, ethical principles have increasingly formed the 
basis for legal analysis. The Greek philosopher Plato is credited with the statement 
that “ethics belongs to the body polis” referring to that what a society determines to 
be either ethical or unethical is ultimately determined through the courts and through 
the political bodies which establish laws through legislation. Ethical duties more 
often than not are increasingly associated with regulatory and legal ramifications. 
The judicial system has increasingly relied on generally accepted ethical doctrine to 
delineate and codify concrete duties into regulations and law which are generally 
accepted as necessary to maintain equality, social order, and to provide a predictable 
and uniformly applied framework for preventing and resolving disputes. For exam-
ple, ethical principle of respect for autonomy has formed the basis for regulations 
and laws regarding assault and battery, informed consent, informed refusal, and 
right to die; whereas ethical principles of justice form the basis for laws regarding 
triage, resource allocation in emergency response, and biomedical research.

 Professionalism and Professional Ethics in Medicine

Professional societies represent diverse professionals who are united by a common 
educational background, professional training, and the same or similar interests. 
The four hallmarks of a profession are as follows: (1) an extensive specialized edu-
cation in a specialized field of abstract, specialized knowledge with further extended 
practical training which lead to defined reasoning and skills; (2) the rendering a 
basic and essential societal service; (3) practitioners usually have a high degree of 
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autonomy in in decision-making and in practice; and, (4) practitioners must undergo 
a process of legislatively mandated certification or licensing for eligibility to prac-
tice. Certification and licensure accords professionals with an exclusive legal right 
to provide the specific services associated with a profession.

A meaningful and enforceable code of ethics can be considered a hallmark of 
professionalism. Professionals subscribe to a set of values specific to a given profes-
sion, and such values are typically codified as oaths and/or codes. Individual diver-
sity with respect to moral viewpoints among individual practitioners within a 
profession mandates that the professional society, academy, or association establish 
its own standards, beyond what law, market, morality, and public opinion would 
otherwise require, in order to uphold the integrity and public image of the profes-
sion. A professional code of ethics thus represents a set of guiding principles 
intended to inspire and guide professionals in the conduct of their business. Codes 
can serve as the formal basis for investigating claims of conduct that may be poten-
tially unethical within a profession. Professional codes may hold members to an 
even higher standard than imposed by regulations or the law, and, in some profes-
sional societies, codes of conduct are enforceable through sanctions. Violations of a 
code of ethics code may represent grounds for revocation of the right practice a 
profession, which is the case with the American Bar Association’s Model Rules of 
Professional Conduct which may be used in in disbarment procedures [11]; or, the 
American Academy of Neurosurgeons standards for expert opinion services which, 
if violated can result in formal discipline [12].

Professions are grounded in a fiduciary relationship between the professional 
and the client. A fiduciary relationship is defined as “a relationship in which one 
party places special trust, confidence, and reliance in and is influenced by another 
who has a fiduciary duty to act for the benefit of the party” [13]. In general, the 
fiduciary is a professional, who must knowingly accept his or her role in the fidu-
ciary relationship, accept the attendant relationship of trust and confidence, and 
exercise his or her discretion or expertise in acting on behalf of his or her client. 
Thus, the oaths or codes of a profession reinforce a duty to uphold the ethical duties 
inherent in a higher calling.

“Medicine is a moral enterprise; the diligent efforts and work of medical provid-
ers converge ultimately on decisions and actions presumed to be directed toward 
furthering the good of another person, the patient, in need of help and healing” [14]. 
Thomas Percival published a Code of Medical Ethics in 1803 which outlined pro-
fessional duties and ideal behaviors for providers and hospitals [15]. Percival’s 
Code is widely recognized to have been the foundation for the American Medical 
Association’s Code of Ethics, first passed at the initial meeting of the AMA in 
Philadelphia in 1847. The American Medical Association Principles of Medical 
Ethics and the Opinions of the AMA Council on Ethical & Judicial Affairs comprise 
the AMA Code of Medical Ethics [16]. The AMA’s Council on Ethical and Judicial 
Affairs (CEJA) publishes an annual report chronicling each year’s judicial activities 
adjudicating the complaints presented before it [17].

Morals are validated by social attitudes, more so than by individual attitudes. 
What is “right” and what is “good” may vary between societies. Morality refers to 
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a set of deeply held, widely shared, and relatively stable values within a community. 
In our complex society, every medical encounter raises a potential conflict between 
the intersecting moral values of physician, or provider, and patient. Thus, where a 
diverse society-at-large may be composed of a variety of moral values, professional 
codes of ethics have the important role of unifying and codifying the values of a 
profession.

Whereas codes are written documents, oaths represent promises, aspirational 
statements, of idealized ethics typically ritualized through spoken vows witnessed 
by peers. Oaths outline the ethical elements within a professional relationship but 
have meaning when the Oath is taken in a free and heartfelt fashion. Adherence to 
the elements of an oath are typically not enforceable. Oaths may be characterized by 
a “greater moral weight compared with promises because of their public character, 
their validation by transcendent appeal, the involvement of the personhood of the 
swearer, the prescription of consequences for failure to uphold their contents, the 
generality of the scope of their contents, the prolonged time frame of the commit-
ment, the fact that their moral force remains binding in spite of failures on the part 
of those to whom the swearer makes the commitment, and the fact that interpersonal 
fidelity is the moral hallmark of the commitment of the swearer” [18].

The most well-known is the Hippocratic Oath, in either its classical version [19] 
or its modern version [20, 21], written in 1964 by Louis Lasagna then Academic 
Dean of the School of Medicine at Tufts University. The modern version of the 
Hippocratic Oath [22] states:

• I swear to fulfill, to the best of my ability and judgment, this covenant:
• I will respect the hard-won scientific gains of those physicians in whose steps I 

walk, and gladly share such knowledge as is mine with those who are to follow.
• I will apply, for the benefit of the sick, all measures [that] are required, avoiding 

those twin traps of overtreatment and therapeutic nihilism.
• I will remember that there is art to medicine as well as science, and that warmth, 

sympathy, and understanding may outweigh the surgeon’s knife or the chem-
ist’s drug.

• I will not be ashamed to say “I know not,” nor will I fail to call in my colleagues 
when the skills of another are needed for a patient's recovery.

• I will respect the privacy of my patients, for their problems are not disclosed to 
me that the world may know. Most especially must I tread with care in matters of 
life and death. If it is given me to save a life, all thanks. But it may also be within 
my power to take a life; this awesome responsibility must be faced with great 
humbleness and awareness of my own frailty. Above all, I must not play at God.

• I will remember that I do not treat a fever chart, a cancerous growth, but a sick 
human being, whose illness may affect the person's family and economic stabil-
ity. My responsibility includes these related problems, if I am to care adequately 
for the sick.

• I will prevent disease whenever I can, for prevention is preferable to cure.
• I will remember that I remain a member of society, with special obligations to all 

my fellow human beings, those sound of mind and body as well as the infirm.
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• If I do not violate this oath, may I enjoy life and art, respected while I live and 
remembered with affection thereafter. May I always act so as to preserve the fin-
est traditions of my calling and may I long experience the joy of healing those 
who seek my help.

Some examples of other less widely known professional oaths specifically writ-
ten for medical professionals include the Oath of Maimonides and The Physicians’ 
Oath codified by the World Medical Association. The Physician’s Oath was authored 
in response to atrocities committed in Nazi Germany during World War II and reads:

• I solemnly pledge myself to consecrate my life to the service of humanity;
• I will give my teachers the respect and gratitude which is their due;
• I will practice my profession with conscience and dignity;
• The health of my patient will be my first consideration;
• I will respect the secrets which are confided in me, even after the patient has died;
• I will maintain by all the means in my power, the honor and the noble traditions 

of the medical profession;
• My colleagues will be my brothers;
• I will not permit considerations of religion, nationality, race, party politics or 

social standing to intervene between my duty and my patient;
• I will maintain the utmost respect for human life from its beginning even under 

threat and I will not use my medical knowledge contrary to the laws of humanity;
• I make these promises solemnly, freely and upon my honor [22].

The Nightingale Pledge, authored in 1893, is a statement of the ethics and prin-
ciples of the nursing profession in the United States, it is, for intents and purposes, 
a professional oath and stems from the Hippocratic Oath. The Oath was revised in 
1935 to read:

• I solemnly pledge myself before God and in the presence of this assembly to pass 
my life in purity and to practise my profession faithfully.

• I will abstain from whatever is deleterious and mischievous, and will not take or 
knowingly administer any harmful drug.

• I will do all in my power to maintain and elevate the standard of my profession 
and will hold in confidence all personal matters committed to my keeping and all 
family affairs coming to my knowledge in the practice of my calling.

• With loyalty will I aid the physician in his work, and as a missioner of health, I 
will dedicate myself to devoted service for human welfare [23].

 Humanism in the Health Sciences

Humanism can be defined as “any system or mode of thought or action in which 
human interests, values and dignity predominate” [24]. Specifically, in medicine, 
humanism describes the attitudes and behaviors which demonstrate interest in and 
respect for patients’ psychological, social, and spiritual concerns and values [25]. 
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Nonetheless, medicine has always been firmly grounded within the principles of 
humanism from the Hippocratic Oath through the teachings of the medieval physi-
cians Avicenna and Maimonides. The Renaissance ideal of the physician was of a 
person who was learned both in the humanities and the medical sciences.

The latter decades of the twentieth century witnessed a renewed attempt to rees-
tablish humanism within the medical profession. Arguably, the contemporary 
“humanism in medicine” movement represented a response to perceived external 
forces such as the “corporatization of the practice of medicine, the increasing role 
of business and finance in medicine, the fragmentation of patient experiences, the 
reduced time for clinical encounters, the increasing reliance on technology as a 
substitute for human interaction, and a de-emphasis on the humanities in the educa-
tion of physicians” [26]. Increasingly, within the context of provider “burnout,” the 
adoption of humanism within the practice of medicine has been identified as a core 
tenet of not only patient care but of provider wellness.

The specific traits of a humanistic provider are not clearly defined; however, they 
include (a) humility, respect, and the ability to listen; (b) relationship building and 
the ability to build a connection with the patient as a person; (c) compassion, empa-
thy, sincere caring, mindfulness, and self-reflection including the ability to treat the 
patient as the provider would himself or herself want to be treated; and, (d) curiosity 
as a lifelong learner and communication with patients through support and teaching. 
Although in the past, professionalism and humanism were traditionally learned 
informally during a provider’s training through role-modeling, it is now being for-
mally integrated into the curricula of physicians and other providers as a core body 
of knowledge.

 The Principles of Biomedical Ethics

Morality, ethics, and the law merge within the principle of biomedical ethics. 
Beauchamp and Childress originally developed four principles, which represent the 
foundation for modern bioethical decision-making: (1) respect for individual auton-
omy; (2) the principle of beneficence; (3) the principle of nonmaleficence; and (4) 
the principle of justice [27]. These principles are widely considered and well 
accepted to represent a standard theoretical framework from which to analyze ethi-
cal situations in medicine, and these four principles will generally encompass most 
of the moral dilemmas that arise in healthcare.

 The Principle of Respect for Autonomy: Consent, Refusal, 
and Right to Die

The principle of respect for autonomy presumes that rational persons have the right 
to make uncoerced, informed, and voluntary decisions regarding their personhood. 
The antithesis of autonomy is paternalism, whereby individual choice is subjugated 
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to the dictates of a superior father-like figure who “knows” what a person needs, 
rather than considering what that person actually wants.

The respect for autonomy is exemplified by the principles of informed consent 
and informed refusal. Consent constitutes a permission and represents the legal 
defense to potential allegations of both civil and criminal assault, and battery, which 
are predicated in a showing of unpermitted bodily contact. In order to be valid in the 
medical treatment setting, consent or refusal must be “informed.” Informed consent 
and refusal presuppose that an uncoerced voluntary decision is made after a compe-
tent patient has received an unbiased, truthful, and full disclosure of the indications 
for, and the risks, benefits, and alternatives to a proposed medical therapy. Thus, the 
notion of “informed” requires a “meeting of minds” and requires that a critical pro-
cess of communication has transpired including, but not limited to, due diligence by 
the provider including consideration of one’s capabilities, evidence-based practice 
and standards of care, and patient circumstances, followed by a true opportunity of 
the patient to ask questions and to finally decide for his or herself [28].

Capacity is at the basis of informed consent. True medical decision-making 
capacity can apply only if one can demonstrate one’s understanding of the situation 
and the issues, the consequences of a decision, reasonable reasoning or thought 
process, and effectively communicate. Thus exercise of one’s autonomy presup-
poses capacity which in turn requires understanding, reasonable consideration, and 
communication. Reasonable decision-making is weighed by others in a moral sense; 
every carefully considered decision may not be morally acceptable, even if it falls 
squarely under the principle of autonomy; additive behaviors and suicide are some 
examples of potentially unacceptable exercises of autonomy subject to challenges 
on moral grounds. Moreover, in order to meet legal criteria for capacity, both situ-
ational capacity, such as intoxication, and, competency which relates to more per-
manent impairments such as mental illness, dementia, or acute or chronic 
neurological injuries must be considered. The potential lack of capacity underlies 
the legal remedies of healthcare proxies or legal guardians whereby surrogate 
decision- makers are appointed and empowered to make substituted judgments on 
behalf of the incapacitated, based on some understanding of the patient’s needs or 
preferences, as the patient would choose if he or she had the capacity to do so, 
thereby imputing some element of autonomy in decision-making.

The traditional antithesis of autonomy is paternalism. Medical paternalism 
occurs when a provider decides what is best for the patient, either in the absence of 
shared decision-making, or without consulting the patient regarding their prefer-
ences or wishes. In the past, when there was little or no understanding of science or 
medicine by the lay public, paternalism was seen as necessary to guide patients in 
their decision-making. More recently, as public education has increasingly provided 
lay persons with a foundation for their medical decision-making, paternalism has 
increasingly been replaced by shared decision-making and a respect for the patient’s 
autonomy.
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 The Principle of Beneficence and the Fiduciary Duty

Beneficence is generally defined as an obligation to help others further their per-
sonal goals and interests. Beneficence is strongly rooted within the notion of fidu-
ciary duty and the duty of care that is a tenet upon which all professional relationships 
are based. A fiduciary relationship arises in every professional relationship because 
professionals work for the good of their clients; professionalism traditionally places 
a greater priority on the duty to serve than it does on productivity of profit. 
Encounters between clients or patients, and their professional, are characterized by 
an imbalance of education, training, and experience that results in a position of 
dependence by, and substantial confidence extended to the fiduciary. Patients do not 
understand the intricacies of physiology, disease, and treatment; therefore, patients 
largely depend on the beneficence of providers to “take care of them.” In medicine, 
the concept of beneficence is rooted within the values expressed in the Hippocratic 
Oath. However, as evidenced in the Hippocratic Oath, beneficence can be at odds 
with the principle of autonomy because it removes the element of risk balancing 
from the patient and places that obligation within the responsibility of the provider, 
thus promoting paternalism.

 The Principle of Nonmaleficence and “Primum non Nocere”

The principle of nonmaleficence mandates that professional actor takes care so as to 
avoid causing harm; the principle of primum non nocere—or—“above all (or alter-
natively “first”) do no harm.” The principles of beneficence and nonmaleficence are 
closely interrelated because they both require the balancing of respect for individual 
autonomy, explorations of professional and personal values, and utilitarianism. The 
Hippocratic Oath enjoins the principles of beneficence and nonmaleficence where it 
states that “I will use treatment to help the sick according to my ability and judg-
ment, but I will never use it to injure or wrong them.” Therefore, in cases of conflict 
between beneficence and nonmalfeasance, nonmalfeasance will normally override 
beneficence.

The principle of nonmaleficence and it translation, “first do no harm,” because of 
the implication that healthcare professionals will cause harm if left unchecked, has 
recently launched a quality movement intended to monitor medical errors and pro-
tect the patient from harm through regulatory and administrative oversight [29]. It 
has been well publicized that patient during the delivery of healthcare is a leading 
cause of morbidity and mortality [30]. The 1999 Institute of Medicine (IOM) report 
entitled “To Err is Human: Building a Safer Health System” underscored the impact 
of medical errors to the US healthcare system and posited that the prevention of 
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death and injury from medical errors would require dramatic, systemwide changes 
in the US healthcare delivery model [31]. On the other hand, preventable, or fore-
seeable, medical errors, may legitimately constitute medical negligence, and there-
fore be actionable under the law of medical malpractice. Negligence is defined as a 
foreseeable imposition of unreasonable risk of harm upon another, and the occur-
rence of that harm causing quantifiable damages. Moreover, the importance of 
avoiding harm affirms the need for competence among all medical providers and 
support staff [28].

 The Principle of Justice and the Equitable Distribution 
of Resources

The notion of justice is fundamental to Western morality, ethics, and law. Justice, 
however, is a complex and poorly defined term. Although everyone believes that 
justice is a fundamental liberty right, not everyone agrees on how it is applied. 
Justice implies equitable distribution of benefits and burdens to individuals in soci-
ety, and the rights of individuals to resources. Justice is implicated in discussions of 
fairness, entitlement, and equality.

There are many forms of justice: (1) distributive justice which represents the 
equitable allocation of scare resources in society; (2) retributive justice which 
imposes punishment upon wrongdoers in a presumably objective and proportionate 
manner through a fair and impartial judicial system; (3) restorative justice which 
seeks to compensate those wronged—to “make whole” those injured under the tort 
law system; and finally, (4) procedural justice refers to predictable, structured, and 
transparent processes.

Distributive justice is especially important to public policy, public health, and 
emergency response preparedness. The principle of distributive justice addresses 
the equitable distribution of benefits and burdens to individuals in society:

• To each person an equal share
• To each person according to need
• To each person according to effort
• To each person according to contribution
• To each person according to merit
• To each person according to free-market exchanges [32].

Nonetheless, the concept of justice represents something greater than equality 
since persons can be treated unjustly even if they are treated equally. Where indi-
viduals lose capacity, freedom, or autonomy, they are at risk of losing their access 
to justice.
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 Clinical Ethical Challenges and Ethics Committees

Although informal hospital-based ethics committees have been in existence since at 
least the 1960s [33], it was the New Jersey Supreme Court in its opinion In re 
Quinlan which suggested that ethics committees might play an advisory role in such 
cases as an alternative to resorting to litigation within the court system [34]. 
Thereafter, in 1983, the President’s Commission which addressed life-sustaining 
treatment provided further impetus regarding hospital ethics committees to assist 
with decisions regarding the use and the foregoing of life-sustaining interven-
tions [35].

Hospital ethics committees (or, institutional ethics committees (IECs)), are, in 
general, quasi-formal advisory groups who assemble ad hoc to discuss the manage-
ment of cases which raise ethical or moral dilemmas. IECs review, on request, ethi-
cal or moral questions that may arise during inpatient care. IECs are usually 
composed of interested members such as providers, nurses, and social workers. In 
more complex, and arguably more credible variations, ethics committees may also 
include, for example, bioethicists, lay persons, and/or attorneys. IECs also vary not 
only by structure but also by mode of operation; for example, individual consultants 
may investigate and then report to committee, a small team of IEC members may 
address a specific case, or, the entire committee may function as a unit.

The role and importance of IECs will vary by institution. In general, IECs pro-
vide the following: (1) consultation in complex clinical cases; (2) guidance or edu-
cation for the healthcare team; and/or (3) development and review of institutional 
policies regarding the management of ethical issues arising during the delivery of 
patient care. The American Society for Bioethics and Humanities (ASBH) has iden-
tified two main objectives for clinical ethics case consultation: (1) identify and ana-
lyze the nature of the value uncertainty and (2) facilitate the building of a “principled 
ethical resolution” [36]. Hurst and colleagues identified the main reasons for ethics 
consultations:

• To obtain needed help in deciding what to do
• To identify a practical way of doing what had already been decided should be done
• To implement a practical solution
• To obtain reassurance that the correct decision was being made
• To better to face people who might otherwise think that the decision was 

inappropriate
• To seek consensus [37].

Ethical dilemmas frequently arise when there are conflicts or uncertainty about 
the goals of care, the value of a specific intervention as it relates to those goals, and 
the moral implications of medical choices and when communication about these 
conflicts breaks down. IECs may also support clinical staff who may suffer moral 
distress stemming from internal or external conflicts in complex clinical situa-
tions [38].
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The American Academy of Pediatrics (AAP) has articulated its standards regard-
ing ethics consultation:

 1. Any patient, parent or guardian, or family member should be able to initiate an 
ethics consultation.

 2. The patient and parent or guardian should be able to refuse to participate in an 
ethics consultation without concern for negative repercussions.

 3. The refusal of a patient or parent or guardian to participate in an ethics consulta-
tion should not obstruct the ability of an ethics committee to provide consulta-
tion services to physicians, nurses, and other concerned staff.

 4. Any physician, nurse, or other healthcare provider who is involved in the care of 
the patient should be able to request an ethics consultation without fear of 
reprisal.

 5. The process of consultation should be open to all persons involved in the patient’s 
care yet conducted in a manner that respects patient and family confidentiality 
and privacy.

 6. Anonymous requests for consultation are not recommended. In situations in 
which fear of reprisal limits open discussion of the issues, the identity of the 
person(s) requesting consultation may be kept confidential.

 7. The primary care pediatrician should be invited to participate in the consultation 
to support existing physician-family relationships [38].

Perhaps the greatest significance of the AP guidelines is its focus not only on 
patient and caregiver autonomy but also its respect for the healthcare team. In gen-
eral, IECs which function in a vacuum, without stressing communication and con-
sensus, are likely to fail not only in individual case circumstances but also in their 
mission.

 Moral Distress in Clinical Care

The term “moral injury” was popularized by Johnathan Shay after the Vietnam War 
[39]. The clinical healthcare environment is characterized by one or more subcul-
tures, which individuals must navigate, as they perform their patient care duties 
within the system in which they work. Where morality forms the basis of laws 
because morality generally represents shared societal values which demand enforce-
ment to promote societal harmony, ethics more properly address each person’s 
internal and more personal moral compass [28]. Although arguably, in an anthropo-
logical sense, culture creates shared ethical systems, healthcare workers do not cre-
ate but rather join the healthcare system and are generally expected to conform to 
rather than create the culture. The term “moral distress” refers to a phenomenon 
originally described by Andrew Jameton in 1984 [40]. According to Jameton, moral 
distress occurs “when a clinician makes a moral judgment about a case in which he 
or she is involved and an external constraint makes it difficult or impossible to act 
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on that judgment, resulting in painful feelings and/or psychological disequilib-
rium” [41].

Moral distress represents a cognitive dissonance similar to that described in mili-
tary veterans. Cognitive dissonance was first described by Leon Festinger in 1957 
from his work on the behavior of cult members [42]. Festinger proposed that indi-
viduals have an innate need to maintain harmony between their attitudes and behav-
iors; in other words, to avoid disharmony (or dissonace) - this forms the basis for the 
“principle of cognitive consistency.” On the other hand, when inconsistency arises 
between attitudes or behaviors, dissonance arises, individuals try to take steps to 
either reduce the extent of, or eliminate, that dissonance. Forced compliance occurs 
in situations where one must act, either because of rules or social pressure, in ways 
that are inconsistent with his or her beliefs [43].

Until recently, the literature has been silent on the moral distress of healthcare 
trainees, staff, and providers. Moreover, moral distress has now been identified in 
multiple professions [44] including medicine, nursing [45], pharmacy [46], and 
respiratory therapy [47].

The importance of strong and cohesive teamwork, communication, and shared 
decision-making as ways of mitigating moral distress cannot be underestimated. 
Transparency, especially with respect to critical decision-making in complex ethical 
dilemmas, fosters such communication and can help minimize misperceptions and 
confusion. Of course, reasonable persons might always reasonably disagree with 
respect to the applicable ethical principles, the application of ethical principles, and 
with respect to individual value judgments. However, where individuals and the 
group together participate in honest and open discourse, there is opportunity to 
 reconcile differing beliefs and points of view. In the end, transparent and well- 
considered reasons for implementaing one course of action over another (through 
evidence based decision making, application of ethical principles, and recognition 
of uncertainities) may actually stregnthen emotional bonds between patients and 
 caregivers, and within the team itself. Thus, the powers of honesty and respect, with 
patients and caregivers, and among the care team, cannot be over-emphasized.

 The Challenges of Biomedical Ethics in the Technological 
and Digital Age

Where morality and ethics represent the shared values of a society, technological 
changes through innovation can shift social norms and that in turn can result in chang-
ing social values. Technological innovation is inextricably linked to moral, ethical, 
and legal innovation. In the past, physicians were limited by the availability of tech-
nology; now technology can provide interventional opportunities which may or may 
not be ethically sound; for example, continued life support in the setting of futility. In 
some cases, morality and law may stifle technological innovations; however, increas-
ingly technological innovation is forcing re-evaluation of traditional ethical beliefs 
and therefore “forcing” the development of laws to manage the evolving technology.
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Health information technology (HIT) is continually evolving via technology 
such as Electronic Medical Records (EMRs), Clinical Decision Support Systems 
(CDS), Health Information Exchanges (HIEs), Computerized Physician Order 
Entry (CPOE), mHealth, telemedicine, and remote monitoring. Although such tech-
nological innovation improves the efficiency and arguably the safety of care deliv-
ery, these advances have also led to large-scale privacy breaches. Thus the HIT, 
together with the internet and social media, has redefined the public notion of pri-
vacy; therefore arguably, regulations and laws governing the privacy of health infor-
mation may become outdated.

Within the field of neurosciences, advances in functional neuroimaging, neuro-
genetics, neurobiomarkers, neuro-psychopharmacology, brain stimulation, neural 
stem cells, neural tissue transplants have created the newly recognized disciplines 
of neuroethics [48] and neurolaw [49]. Future responsible advances in the neurosci-
ences will necessitate interdisciplinary collaboration between neuroscientists and 
scholars from ethics, philosophy, law, and others who focus on the implications and 
applications of science and the associated ethical, legal, social, and policy implica-
tions [50]. For example, in the field of criminal law, functional magnetic resonance 
imaging (fMRI), neurogenetics, biomarkers, and neuropharmacology are challeng-
ing traditional notions of responsibility, moral responsibility, free will, and auton-
omy [51]. Innovation in imaging technology may delineate the neurobiological 
correlates of human behaviors. The promise of fMRI may lie in its ability to allow 
communication with individuals previously believed to be comatose, and, alterna-
tively, as a more reliable lie detector.

 The Ethics of Practical Wisdom

Practical wisdom has been recognized as a key concept in the field of virtue ethics 
[52]. Practical wisdom (Aristotle’s concept of phronesis) refers to the pragmatic 
process of perceiving the relevant issues within the situation, recognizing the feel-
ings provided by one’s internal moral compass, deliberating upon and considering 
the options, and ultimately acting thereupon. Aristotle argued that each of us need 
to develop character traits such as self-control, love, generosity, gentleness, truthful-
ness, friendliness, and courage. Aristotle termed these traits virtues (arete) and 
argued that these virtues provided a conduit for the practical application of wis-
dom [53].

The role that phronesis plays in ethical medical decisions is arguably central to 
the skill of clinical judgment. There is an increased recognition of the importance of 
moral virtues such as care, honesty, and courage to medical practice and also argued 
that ethical physicians and providers embody a practical moral know-how (phrone-
sis), now increasingly seen to be a term synonymous with “professionalism,” “pro-
fessional judgment,” or “clinical judgment” which is necessary if good moral 
motivations (dispositions or virtues) are to translated into ethical and effective 
patient care. Phronesis is the link between a physician’s medical knowledge, clinical 
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reasoning, and the physician’s internal moral compass providing the foundations by 
which to navigate the competing scientific and humanistic demands of ethical medi-
cal practice [54].

Technological complexity will increasingly challenge the moral code of medical 
practice. Practical wisdom has been proposed as part of the solution to navigate 
complexity, aiming at the provision of morally good care. The focus of medicine 
must remain the delivery of the best possible morally sound care to each individual 
patient.

 Conclusion

Morality, ethics, and the law are the basis for and the products of the societies in 
which they are defined. Morality and ethics are in themselves insufficient unless 
they become guiding principles in everyday transactions; alternatively, they are 
codified into regulations and law which then become enforceable. The moral and 
ethical foundations upon which our societies are founded will become increasingly 
important to navigate effectively through a rapidly evolving technological revolu-
tion which remains in the end, the humanistic care of the sick by providers.
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Chapter 2
Traditional and Applied Clinical Ethics: 
Contemporary and Evolving Challenges

Margie Hodges Shaw, Marianne Chiafery, and David C. Kaufman

Taking care of patients is a moral endeavor. In 1847, the newly established American 
Medical Association adopted its first Code of Medical Ethics, largely embracing the 
code developed in 1803 by the English physician and philosopher Thomas Percival 
[1]. Philosophers, theologians, and clinicians contributed to early medical ethics 
scholarship. German theologian Fritz Jahr published articles, starting in 1927, argu-
ing for a broader conception of medical ethics and the establishment of an academic 
discipline, “Bio-Ethik” [2]. The scope of medical ethics expanded with advances in 
sciences and technology and in reaction to perceived failures in ethical decision- 
making, in both human research and patient care. It also expanded as the care of 
patients became interprofessional and team-based. The American Nurses Association 
adopted the first Code of Ethics for Nurses in 1950 [3].

In America, the term “bioethics” gained traction in the late 1960s and early 
1970s as scholars embraced the language and created institutions dedicated to the 
examination and analysis of ethical issues facing science, medicine, and technology. 
Philosopher Daniel Callahan and psychoanalyst Willard Gaylin founded the 
Hastings Center in 1969 [4]. In 1971, Georgetown University established a Bioethics 
Research Library and founded the Kennedy Institute of Bioethics within the 
Kennedy Institute for Ethics [5]. However, the specific scope of the term “bioethics” 
varied; it often included the study of ethics in human research, human health, envi-
ronment, sciences, technology, and animal research and rights. Today, “bioethics” is 
understood to be a relatively young multi- and interdisciplinary field applying ethi-
cal reasoning and methods to the health sciences, life sciences, and computer 
sciences when they interface with patient care. “Bioethics” includes 
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decision- making in the care of patients. As such, it is important to consider which 
values are fundamental to the care of patients, and whose values.

In 1979, Tom Beauchamp and James Childress published the Principles of 
Biomedical Ethics, introducing the four principles of bioethics as an approach to 
resolving dilemmas in clinical ethics [6]. “Principlism” offered an alternative to 
deontology and utilitarianism, the traditional moral theories applied to medical eth-
ics and to other approaches including virtue ethics, casuistry, and feminist ethics 
[7]. Beauchamp and Childress argue that the four principles of bioethics – benefi-
cence (do good), nonmaleficence (do no harm), justice (be fair), and autonomy 
(respect the right of self-determination)  – in combination with rules and virtues 
provide a sufficient method for resolving clinical ethics conflicts. Most health pro-
fessional schools teach principlism while acknowledging the limitation of applying 
any particular ethical theory to ethical dilemmas in clinical care. Gert and Clouser 
identify two limitations of the principles approach: (1) it merely offers clinicians an 
unsound checklist and (2) it does not provide a mechanism for conflict resolution 
between the principles [8]. These criticisms notwithstanding, principlism identifies 
values important in the care of patients. One can trace two of these principles, benef-
icence and nonmaleficence, to the first care of patients and the Hippocratic tradition. 
Abuses of the principles of justice and autonomy in research and in clinical care led 
to the inclusion of these as additional prima facie principles. These abuses came to 
light through the efforts of activists, journalists, clinicians, and patients who pur-
sued remedies through the legal system. As a result, there are laws relating to the 
field of bioethics.

 Ethical Versus Legal Decision-Making

It is important to understand when law regulates actions in the clinical setting and 
to also understand the limitations of the law. As the President’s Commission for the 
Study of Ethical Problems in Medicine (Presidential Commission) observed, one 
cannot create and nurture a positive patient-provider relationship “primarily though 
reliance on the law” [9]. An act may be ethical and legal, ethical and illegal, unethi-
cal and legal, or unethical and illegal. Caring for patients is a team-based human 
practice that requires relationships complicated by values-based decisions. The law 
is rights based and does not provide guidance on all the ethical questions clinicians 
face. In the ICU, the issues that most commonly raise ethical dilemmas and chal-
lenge the provider-patient relationship include informed consent, surrogate decision- 
making, parental authority and pediatric patient advocacy, attempted suicide, death, 
organ donation, the rationing of treatment, and, increasingly, moral distress.
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 Informed Consent

The idea that physicians know best what is in their patients’ best interest has a long 
history. In the Silent World of Doctor and Patient, Jay Katz describes doctors as 
historically deeply caring individuals wholly committed to their patients’ best inter-
est who were also inattentive “to the patient’s rights and needs to make their own 
decisions” [10]. Most trace the origin of the American legal doctrine of informed 
consent to Schloendorrf v. The Society of New  York Hospital (1914) and Judge 
Cardozo’s declaration: “Every human being of adult years and sound mind has the 
right to determine what shall be done with his own body….” [11] Despite ruling 
against Schloendorrf, this decision upheld the general legal rule, and standard clini-
cal practice, that the patient must consent to surgery; however, it did not address the 
concept of informed consent. Subsequent legal decisions, including Salgo v. Leland 
Stanford Hospital (1957) and Natason v. Kline (1960), built to the conclusion in 
Canterbury v. Spence (1972) that “true consent to what happens to oneself is the 
informed exercise of a choice, and that entails an opportunity to evaluate knowledg-
ably the options available and the risks attendant upon each” [12]. Acknowledging 
the history of the doctor-patient relationship, also described by Katz, the court fur-
ther concluded that “respect for the patient’s right of self-determination on particu-
lar therapy demands a standard set by law for physicians rather than one which 
physicians may or may not impose upon themselves” [13]. Patients, who have 
capacity, have the legal right to consent or refuse to consent to any and all treatment 
options, including life-sustaining treatment. Patient’s decisions may conflict with 
the values and beliefs of health care providers.

Respect for autonomy, therefore, is both a bioethical and a legal concept. While 
few clinicians today dispute the right of a patient with capacity to exercise auton-
omy, the concept of informed consent can remain challenging in the ICU. Clinicians 
often still think they know what is in the patient’s best interest, leading some to 
question patients’ capacity when the patient makes a different decision than the one 
recommended. Under these circumstances, it may help to focus on encouraging the 
patient to articulate his or her values and preferences with the goal of maximizing 
the patient’s participation. In 1982, the Presidential Commission recommended a 
flexible, collaborative, and shared decision-making model to support informed 
medical decisions. In 2001, the Institute of Medicine (now the National Academy of 
Medicine) released a report reiterating the need for patient values and preferences 
to “guide all clinical decisions” [14]. While helping a patient make decisions in 
concordance with the patient’s values is ideal, many patients in the ICU lack the 
capacity to begin that conversation.

2 Traditional and Applied Clinical Ethics: Contemporary and Evolving Challenges
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 Surrogate Decision-Making

In 1976, the Supreme Court of New Jersey decided In the Matter of Karen Quinlan, 
a case involving an adult patient diagnosed to be in a permanent vegetative state 
[15]. The patient’s parents requested health care providers withdraw ventilator sup-
port, with the expectation that Quinlan would die. The medical team refused, assert-
ing both ethical and legal concerns. The court concluded that when patients lose 
capacity, they do not lose the right of self-determination and granted the father 
authority to make treatment decisions according the patient’s values, including 
removal of the ventilator. This ruling identified the Health Care Agent (HCA) as the 
appropriate person to express the moral views of the patient and protected the health 
care team from legal liability. After the court decision, physicians still refused to 
remove ventilator support, maintaining that removing the patient from the ventila-
tor, knowing that she would die, was unethical. Ultimately, the medical team weaned 
Quinlan from the ventilator. She lived in a permanent vegetative state for over 
9 years, dying from complications from pneumonia. Her parents never requested 
discontinuation of artificial nutrition and hydration and refused cardiopulmonary 
resuscitation at the time of her death.

In 1990, the Supreme Court of the United States, in Cruzan v. Director, Missouri 
Department of Public Health, determined the rights of an HCA to refuse or remove 
artificial nutrition and hydration, while upholding the right of states to set the evi-
dentiary standard required for such a decision [16]. As a result, some states have a 
higher standard for decisions about artificial nutrition and hydration. For example, 
Missouri and New York require an HCA to demonstrate “clear and convincing” 
evidence of the patient’s wishes. While these cases illustrate the moral complexity 
of treatment decisions at the end of life when there is a disagreement between heath 
care providers and family, the life and death of Terri Schiavo illustrates the com-
plexity when there is disagreement between family members [17].

Each state has a process for designating an HCA and, ideally, the patient would 
have designated an HCA before losing the capacity to do so. Each state also has a 
process for determining an appropriate surrogate decision maker in the event the 
patient did not designate one; often it is a sequential list of family members, but 
sometimes it must be a court-appointed guardian. This legal status has an ethical 
justification: family members are in a better position to know the patient’s values 
and preferences than health care providers. Family members, however, may have 
different views on what the patient would want. In 1990, Terri Schiavo collapsed at 
home and was subsequently diagnosed to be in a permanent vegetative state. After 
unsuccessful rehabilitation efforts, in 1998, her husband, who was also her legal 
guardian, made the decision to withdraw life-sustaining treatments. Schiavo’s par-
ents disagreed with the decision. The local court, following the law established by 
Quinlan and Cruzan and consistent with Florida legislation, affirmed the guardian’s 
authority to withdraw life-sustaining treatment. Schiavo’s parents continued to 
fight: filing multiple motions, petitions, over a dozen appeals to the State court deci-
sions; five lawsuits in federal district court; four petitions to the US Supreme Court; 
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and advocating for legislative and executive interventions on both the state and fed-
eral levels. The cases finally concluded in 2005: Terri Schiavo was permanently 
removed from life-sustaining treatment and allowed to die. The story both rein-
forces the settled law on the rights of HCAs and demonstrates the limitations of the 
law as a mechanism for cultivating positive working relationships in the face of 
conflicting values.

When patients do not have family, friends, or a guardian, states may, as a last 
resort, permit health care providers to make certain decisions for patients under 
limited circumstances, including appointing an HCA. For example, the state of 
Oregon permits the hospital to “appoint a health care provider who has received 
training in health care ethics, including identification and management of conflicts 
of interest and acting in the best interest of the patient, to give informed consent to 
medically necessary health care services on behalf of a patient admitted to the hos-
pital….” [18]

The responsibility of an HCA, regardless of whether they are designated by the 
patient or appointed in compliance with law, is to make decisions about medical 
treatment that the patient would have made. Ideally, the HCA would know, from 
previous conversations or advance directives, exactly what decision the patient 
would make. In those circumstances, the HCA merely makes the patient’s prior 
decision known. If the HCA does not know what the patient would decide in the 
specific circumstances, they should use their knowledge of the patient’s values, 
beliefs, and preferences to apply the substituted judgment standard. This means they 
make the decision the patient would make based on the patient’s values, not the one 
they wish the patient would make or the one they might make for themselves. If the 
HCA does not know the patient’s values under the circumstances, then the HCA is 
to decide what is in the patient’s best interest. This standard is intended to be an 
objective standard, one that balances the burdens and benefits of treatments and 
makes the decision that most people would make under the circumstances. This 
standard is challenging since it requires an HCA to consider the quality of life of the 
patient and to make judgments about that quality of life without input from the 
patient experiencing the life. It is preferable to base decisions on the known values 
of the patient.

In the 1990s, patients and surrogates began to assert the right to demand treat-
ment. Clinical judgment is not value free and health care providers have an obliga-
tion to uphold the ethical standards of their profession. Therefore, an important 
question in critical care is how to balance the right of patients to exercise self- 
determination and the obligation of health care providers to act in the best interest 
of their patients, especially when the values of the patient conflict with the values of 
the professions. This is an ethical dilemma that courts occasionally consider. For 
example, in 1989, the daughter of Catherine Gilgunn filed a negligence lawsuit 
against the Massachusetts General Hospital and two physicians for refusing to con-
tinue life-sustaining treatment for her mother, a 71-year-old woman with diabetes, 
heart disease, chronic urinary tract infections, breast cancer, Parkinson’s disease, 
and a history of a stroke [19]. Gilgunn entered the hospital on the last occasion for 
a broken hip following a fall. Before her surgery, she had two grand mal seizures. 
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She continued to have seizures and neurologic damage. Several weeks after Gilgunn 
became unresponsive, physicians entered a Do Not Resuscitate Order over the sur-
rogates’ objection. The surrogate insisted her mother always said she wanted all 
medical treatment possible. Ultimately, a physician, determining medical interven-
tions inappropriate, began to wean Gilgunn from the ventilator. Around this time, 
her daughter claimed to have a rehabilitation facility willing to accept her mother. 
Gilgunn died in the hospital, without resuscitation attempts, on the third day of the 
weaning process. The testimony before the trial court uncovered a flawed ethical 
decision-making process, and while the jury failed to find the physicians negligent, 
the ruling does not resolve the ethical issues, nor does it create legal precedent [20].

In another case, Helga Wanglie, an active and healthy 85-year-old woman, fell 
and broke her hip. Her medical course included multiple cardiopulmonary arrests 
and ultimately resulted in a diagnosis of persistent vegetative state [21]. When her 
husband of 53 years refused to consent to the withdrawal of life-sustaining treat-
ment, the hospital ethics consultant filed a petition to replace the husband with a 
guardian. The judge ruled that Wanglie’s husband was “the most suitable and best 
qualified” surrogate and he had the authority to make decisions about her medical 
treatments. Absent strong evidence to the contrary, courts consider family members 
to be in the best position to know and advocate for treatment decisions that align 
with the patient’s values. These cases illustrate the importance of health care provid-
ers having conversations with patients and family members, when patients still have 
capacity, about values and beliefs important to medical decision-making.

 Parental Authority and Pediatric Patient Advocacy

Historically, health care providers deferred to parents’ representations of family 
values and preferences for decisions of pediatric patients. Parents were given the 
authority to make almost all medical decisions for their children, but these decisions 
were influenced by societal morals, those of the medical profession, and the emerg-
ing field of bioethics. For example, in the 1940s, it was not uncommon for physi-
cians to recommend immediate commitment to an institution when an infant was 
born with a disability such as trisomy 21 [22]. However, there is evidence of pro-
vider moral distress around complete parental authority that coincides with the birth 
of bioethics. For example, in 1971, the Johns Hopkins Hospital created a dramatiza-
tion, financed by the Joseph P. Kennedy Jr. Foundation, of the death of a baby with 
trisomy 21 whose parents refused surgical intervention for a duodenal atresia [23]. 
This production, “Who Should Survive? One of the Choices on Our Conscience,” 
questioned whether the parents made the decision that was in the best interest of the 
infant, and began a public conversation about parental authority to make decisions 
for pediatric patients with disabilities. In 1982, a family accepted the obstetrician’s 
recommendation to not treat the tracheoesophageal fistula in an infant born with 
trisomy 21. Disagreeing with the decision, other health care providers sought judi-
cial intervention, filing the first of the Baby Doe cases. The local court, following 
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contemporary precedent to allow parents to make decisions supported by physi-
cians, declined to intervene. The baby died before the US Supreme Court heard 
the appeal.

In response to this case, the US Surgeon General, C. Everett Koop, campaigned 
the Reagan administration to interpret §504 of the Rehabilitation Act of 1973 to 
apply to the withholding of medical treatment on the basis of a disability [24]. The 
court ultimately ruled this interpretation unconstitutional and the US Congress 
passed the Child Abuse Amendments of 1984 (P.L. 98–457) [25]. This amendment 
to the Child Abuse Prevention and Treatment Act (CAPTA) of 1974 prohibited the 
“withholding of medically indicated treatment” except “(A) if the infant is chroni-
cally and irreversibly comatose; (B) the provision of such treatment would (i) 
merely prolong dying; (ii) not be effective in ameliorating or correcting all the 
infant’s life threatening conditions; or (iii) otherwise be futile in terms of survival of 
the infant; or (C) the provision of such treatment would be virtually futile in terms 
of the survival of the infant and the treatment itself under such circumstances would 
be inhumane” (§5106 g) [25].

In 1984, the American Academy of Pediatrics (AAP) created a task force, which 
recommended the creation of Infant Bioethics Committees, and developed guide-
lines on how to approach decisions to forgo or withdraw life-sustaining treatment 
[26]. The Infant Bioethics Committees were the precursors to bioethics committees. 
The guideline endorsed the position of the President’s Commission, recommended 
use of the best interest standard when making decisions for pediatric patients, and 
emphasized the legal obligations to report suspected instances of child abuse or 
neglect. CAPTA severely limits the cases in which parents and clinicians can deter-
mine whether it is in the best interest of the pediatric patient to forgo life-sustaining 
treatment.

Even when ethical reasoning and CAPTA permitted the withdrawal of treatment 
for pediatric patients, fear of legal liability could lead hospitals and health care pro-
viders to make unethical and illegal decisions [27]. In 1988, a six-month old, Sammy 
Linares, choked at a birthday party and lost consciousness [28]. A team of providers 
were able to reestablish a heartbeat approximately 20  minutes later, but Linares 
never regained consciousness and remained ventilator dependent. Despite CAPTA 
and precedent in bioethics, the hospital’s legal counsel advised the medical team 
that removing Linares from the ventilator would create criminal and civil liability. 
Upon receipt of this controversial legal advice, the hospital refused the father’s 
repeated requests to discontinue ventilator support and allow his son to die. “Once 
while visiting his son in the middle of the night, he disconnected the ventilator him-
self, but security guards wrestled him to the ground and the medical staff recon-
nected the machine” [27]. Nine months after the initial injury, the father displayed a 
gun, unplugged the ventilator, and waited for his son to die before turning himself 
in to police. A grand jury refused to indict the father for the death of his son.

Other cases can be even more legally and morally complex. In 1990, a pregnant 
woman presented to Woman’s Hospital of Texas in premature labor and an infection 
[29]. Her fetus was 23 weeks old and the consulting neonatologist told the parents 
that he had never seen a baby born alive at that gestational age. The parents, 
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believing this was a “tragic miscarriage,” made the difficult decision to refuse 
“heroic” measures in the delivery room. They did not want their baby to suffer. The 
hospital, concerned about compliance with the Baby Doe cases, decided that the 
parents did not have the authority to make this decision: an attending neonatologist 
would make decisions about resuscitation at delivery. The hospital gave the parents 
the option to have an abortion, but the family refused believing abortion to be a mor-
ally different decision [30]. The neonatologist at the delivery was able to resuscitate 
the infant, who survived with the expected comorbidities of extreme prematurity. 
The parents took their infant home. The family filed a lawsuit when Sidney, at age 
seven, exhausted the lifetime cap on her medical insurance benefits. On appeal, the 
court found for the hospital, holding that under “emergent” circumstances, the phy-
sician could provide life-saving treatment without parental consent.

It is difficult to resolve the legal and bioethical issues in Sidney Miller’s treat-
ment. One could argue, as the hospital legal team did, that the birth presented an 
emergent situation and the infant’s condition did not meet the criteria set forth in 
CAPTA, a law intended to protect pediatric patients with disabilities; therefore, the 
decision was legal. One could also argue, as the family’s lawyer did, that the birth 
was not emergent, and CAPTA was not intended to control decisions in cases like 
this one: Sidney Miller’s case is very different from the Baby Doe cases; therefore, 
the decision should not have been legal. How one thinks about parental authority, 
disabilities, and the role of the health care providers in protecting the rights of pedi-
atric patients will influence whether one thinks this resuscitation was ethically nec-
essary, ethically defensible, or an ethical travesty.

In addition to experiencing moral distress when parents decided to forgo medical 
treatment, health care professionals also experienced moral distress in some cases 
when parents request medical treatments. In 1992, Baby K was diagnosed in utero 
with anencephaly [31]. Health care providers told the mother that babies born with 
this condition would be unable to see, hear, or feel and that the standard medical 
practice was to withhold medical treatment. The mother continued the pregnancy 
and insisted the medical team place her baby on mechanical ventilation at birth. The 
team complied to give the mother time to accept the diagnosis and prognosis. 
Despite the team’s recommendations, the mother, believing that her daughter’s life 
was precious, insisted on continued treatment and refused to sign a Do Not 
Resuscitate order. The hospital attempted unsuccessfully to transfer the baby to 
another hospital and continued treatment until able to transfer the baby to a nursing 
home. The nursing home sent the baby to the hospital when she experienced respira-
tory distress. The health care team believed treating the infant was both “medically 
and ethically inappropriate” and, after the second admission, requested a court to 
declare that the hospital was not required to provide medical treatment. The Fourth 
Circuit Court of Appeals held that the Emergency Medical Treatment and Active 
Labor Act (EMTALA) required the hospital to treat Baby K’s respiratory distress 
[32]. She lived 2 years and 6 months, dying in the Emergency Department during 
her sixth admission for respiratory distress.
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 Ethical Issues Regarding the Patient Who Has 
Attempted Suicide

The law distinguishes between various decisions and acts that lead to death – refus-
ing or withdrawing life-sustaining treatment, suicide, physician aid in death, and 
active euthanasia. These laws reflect a balancing of the principles of bioethics, 
including the right of autonomy, the state’s interest in protecting and promoting life, 
and the state’s interest in upholding the standards of the health professions. Moral 
attitudes about these decisions and acts vary.

Suicide is defined as the purposeful taking of ones’ own life. Decades ago it was 
illegal in the USA to attempt suicide, but this is no longer the case in most states. 
While suicide is not illegal, there is no general law creating a “right” to commit 
suicide. It is illegal for a person to assist a suicide except in those states where phy-
sician aid-in-dying (PAD) or medical-aid-in-dying (MAID), also pejoratively 
termed physician-assisted-suicide, is legal. It is important to note that there are spe-
cific guidelines, procedures, and safety measures mandated for PAD so that it is not 
an impulsive act.

Beliefs about suicide are as controversial as abortion because of the conflicting 
views on the rightness or wrongness of the act. Personal spiritual beliefs and con-
textual factors contribute to how a suicide attempt is regarded and can confuse clini-
cians as to how to proceed. To elucidate, many religions condemn suicide as a 
mortal sin and in violation of the sanctity of human life, but doctrine may embody 
different response to suicide. Some religions note that God will forgive the person 
who attempts to end their life, while others believe the soul will be damned forever. 
Some believe suicide is the ultimate expression of autonomy, thus rendering the 
decision to end one’s own life as a personal choice that should be honored.

Some cultures view suicide as honorable in the right context, such as WWII 
Japanese Kamikaze pilots who flew suicide missions or “suicide bombers.” Others 
believe that fasting for a cause and dying a martyr is a worthwhile endeavor. Given 
the various beliefs surrounding suicide, it is easy to see why the care of a patient 
who has attempted suicide is fraught with moral overtones. Individual health care 
team members may have differing views on the attempt and resuscitation based on 
contextual factors as well as personal beliefs on suicide.

The most common reason for a suicide attempt is an underlying mental health 
problem, ranging from schizophrenia to depression that causes the person to think 
irrationally. Usually the suicide attempt is due to a situation that is reversible or 
impermanent, such as a relationship problem (42%), acute crisis (29%), substance 
abuse (28%), physical health problem (22%), job or financial loss (16%), or legal 
trouble (9%) [33].

Given the presumed lack of capacity and reversibility of the problem, it is ethi-
cally obligatory for health care providers to intervene and aggressively treat a 
patient who has attempted suicide. The ethical justification is that health providers 
have an obligation to treat a reversible situation that is a result of a decision made 
when the patient lacked capacity to make a reasoned and well-thought out decision. 
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Often the attempt is a cry for help, and the person is testing to see if anyone cares 
[34]. Indeed, most patients who have attempted suicide are grateful that they were 
saved, and the vast majority do not attempt suicide again [35].

Some situations are more nuanced and require more thoughtful deliberation, 
such as the person who has a failed suicide attempt and presents with an MOLST 
(Medical Orders for Life Sustaining Treatment) forms are intended to document 
patient’s wishes regarding cardiopulmonary resuscitation (CPR) and other life sus-
taining treatments. Depending on the state, these documents may have different 
names, e.g. Physician Orders for Scope of Treatment (POST) or Pennsylvania 
Orders for Life Sustaining Treatment (POLST). This form allows patients to docu-
ment preferences for life sustaining treatments or limitations of life sustaining treat-
ments, such as Do Not Resuscitate (DNR) orders. This is based on the premise that 
treatment that is started can be stopped, but once the patient is dead, there is no 
second opportunity to do the right thing. On the other hand, some argue that suicide 
can be a reasoned or rational decision informed by the patient’s lived experience and 
the treatment of such a patient over objection is a violation of the patient’s right to 
self-determination [36]. It is important to carefully explore, over a period of time, 
with the patient and family the reason for the attempt, including whether this was 
impulsive or carefully thought out; the patient’s burden of suffering and whether 
that suffering has been and can be adequately treated; and the family’s perceptions 
of the patient’s wishes and intent.

Some persons who are successfully resuscitated suffer severe, often permanent, 
damage and persistent complications as a result of the suicide attempt. The decision 
to stop life support for the person who has attempted suicide is a difficult one. 
Brown et al. [37] suggest that careful deliberation be undertaken when reliable sur-
rogates request withdrawal of life support. The process should be thoughtful and not 
rushed and include a reasonable period of time (several days) with no action to 
withdraw treatment. This time allows for careful assessment and discussion to clar-
ify prognosis, ascertain patient wishes, and assess surrogate appropriateness. These 
authors suggest that the patient be treated as if they were “psychiatrically healthy” 
based on the premise that many psychiatric illnesses can be treated and become less 
burdensome with time; therefore, psychiatric morbidity ought to be removed from 
the deliberation. Further, a long history of severe refractory mental illness should be 
carefully considered and not ignored. They pose the question, “If this were not an 
attempted suicide, would a request to withdraw treatment be reasonable?” [29]

Some may believe the decision to refuse life-sustaining treatment, such as renal 
dialysis or enteral feedings, is an act of suicide. The law does not equate these 
actions. The court ruled in the case of Elizabeth Bouvia that patients with capacity 
have the right to refuse unwanted treatments and have a right to privacy about such 
decisions [38]. The ethical justification lies in the autonomous right of a person to 
decide what they are willing to tolerate, what constitutes a good enough quality of 
life, and to decide when extraordinary treatment no longer meets the patient’s goals 
and should be stopped. The law explicitly promotes the decision to try life- sustaining 
treatment by not requiring continuation of such treatment if the benefit is less or the 
burden is greater than anticipated.
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Physician aid in dying (PAD), also termed medical aid in dying (MAID), death 
with dignity (DWD), or physician-assisted suicide (PAS) is a controversial topic 
among health care providers and the general public. First legalized in Oregon in 
1997, the Oregon statute has become the model for other states. The Oregon Death 
with Dignity Act (DWDA) allows those who are “terminally-ill to end their lives by 
voluntary self-administration of lethal medications expressly prescribed by a physi-
cian for that purpose” [39]. To proceed, patients must meet specific requirements: 
two physicians must verify that the patient has a terminal illness, has capacity, and 
is making an informed choice free of coercion. Other safeguards in the law include 
a waiting period between the time of patient’s request and provision of the lethal 
medication prescription, witness specifications, protection of minor children and 
vulnerable populations, as well as oversight via a state-wide monitoring and report-
ing system [39].

The trend to legalization of PAD has continued across the USA. As of 2019, 
California, Colorado, the District of Columbia, Hawaii, Oregon, Vermont, and 
Washington have passed legislative statutes legalizing PAD, while Montana sup-
ported the right via court decision [40]. PAD laws in other states are similar but have 
nuances that physicians must understand. PAD is not a right supported by the US 
Constitution, as determined by the US Supreme Court in the case of Gluckerberg v 
Washington [41]. The Court has left the decision for legalization up to each state to 
decide [38].

A recent survey indicates that physicians are split on whether PAD is a morally 
acceptable practice, with just over half in support [42]. After holding steady for 
many years, the opinion of the general public has shown increasing support, with 
nearly seven in ten Americans in favor of PAD [43]. The arguments and counterar-
guments from both sides of the controversy are supported by ethical principles and 
views on the role of the physician.

Arguments in support of PAD are framed in the concepts of autonomy and right 
to privacy, justice, and the role of the physician to prevent suffering and act with the 
intent to do good (beneficence). Supporters believe that patients should have the 
autonomous right to control the circumstances of their death when suffering 
becomes too great [44] and that such action should be decided in private conversa-
tion with their physician and loved ones. Another argument notes that all patients on 
life support systems such as dialysis and mechanical ventilation have the right to 
terminate that machinery when their suffering is too great, and patients who do not 
have this path should be allowed PAD as a just and fair path to end their suffering. 
Finally, physicians who support PAD base it on an obligation to relieve suffering 
and not abandon their patient at the time of greatest need [44].

Counterarguments to PAD are framed in the concepts of nonmaleficence, the 
sanctity of life, concerns of active versus passive killing, and violation of the physi-
cian role as a healer, thus rendering the act as harmful to the patient and the integrity 
of the profession [45]. Those opposed to PAD view the act of hastening death as 
directly opposed to the centuries-old medical call to “do no harm.”

The term euthanasia is often equated with PAD; however, euthanasia is clinically 
different from PAD: euthanasia is the act of a third party directly administering 
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lethal medication to another with the intent to end the life [45]. Some do not see a 
distinction between euthanasia and PAD and view PAD as a passive form of 
euthanasia.

As more states move to legalize PAD, physicians and other care providers will 
need to consider their stance and, if opposed, refer patients to physicians who can 
provide the help they seek. If willing to support PAD, then careful review of and 
adherence to state law is required.

Distress among those caring for patients who seek to end their life is not uncom-
mon. The juxtaposition of differing beliefs among key stakeholders as well as con-
fusion regarding the patient’s mental status, intent, and reason for the decision can 
result in significant moral distress. Paramount is the question: what action is in the 
best interest of this patient and promotes personal caregiver integrity?

 Death

We live in a society that cannot agree on when life begins, so it is no great surprise 
that, with the advent of life-support technology, there is controversy surrounding the 
determination of death. The two accepted methods of determining death are the 
cardiorespiratory criteria and the neurological criteria [46]. Most people are pro-
nounced dead utilizing the cardiorespiratory criteria: heart function ceases and this 
phenomenon leads to the cessation of breathing or, alternatively, they stop breathing 
and lack of oxygen results in cessation of heart function. People who are pronounced 
dead utilizing the neurologic criteria are said to have irreversible cessation of the 
entire brain, including the brainstem.

The development of neurological criteria is the result of the invention of mechan-
ical ventilation, which forces oxygenated gas into the lungs utilizing positive pres-
sure and, with subsequent lung recoil as with normal ventilation, exhaled gas to 
leave the lungs. This maintenance of respiration allows for oxygenation of the myo-
cardial tissue and continued heart function in the absence of brain function. Both 
modalities for death pronouncement have recently become controversial. The car-
diorespiratory criteria, which have seemed noncontroversial, have become compli-
cated with the routine use of extracorporeal membrane oxygenation (ECMO) which 
maintains cardiac output and has been compared to continuous cardiopulmonary 
resuscitation (CPR). The criteria for brain death have also fallen under scrutiny 
50 years after its inception as it becomes apparent that it is more of a social rather 
than a scientific construct.

Until 1968, persons were pronounced dead when they had no heart function. 
That year, a committee of physicians and non-physicians from Harvard decided that 
the time had come to state that people who were permanently unconscious could be 
pronounced dead [47]. Supporters of the committee’s report claim that the authors 
were driven to make this determination because of (1) a belief that these patients 
were a burden to their families and (2) their organs could be used by people awaiting 
transplantation. Critics of the committee’s report claim the authors were driven first 
by a desire to grow the field of solid-organ transplantation.
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These criteria for brain death lent itself to a checklist that allowed doctors to 
reproducibly determine that persons who met the criteria were dead. Although there 
were some “fits and starts” in the early years, there was general acceptance of death 
determination using this approach in the USA. In 1981, the National Conference of 
Commissioners on Uniform State Law approved the Uniform Determination of 
Death Act (UDDA). Under UDDA, death can be determined if there is either (1) 
irreversible cessation of circulatory and respiratory function or (2) irreversible ces-
sation of all functions of the entire brain, including the brainstem [47]. Lately, how-
ever, more cases have surfaced suggesting that the determination of death is more a 
matter of values or beliefs rather than a matter of science. The most famous patient 
who seemed to meet clinical criteria for brain death, Jahi McMath, became well 
known because her family refused to accept the criteria [48] and successfully moved 
her to the State of New Jersey. New Jersey law does not allow persons to be pro-
nounced dead if it would “violate the personal religious beliefs of the individ-
ual” [49].

Before the history of Jahi McMath is described, it is necessary to explore the 
concept of the Dead Donor Rule (DDR). The DDR states that a person must be 
declared dead prior to organ donation. If death can be pronounced due to the irre-
versible loss of circulatory and respiratory function or the irreversible loss of the 
function of the entire brain, then there are two potential avenues open to obtaining 
organs for donation. In 1968, when the Harvard Brain Death Committee issued their 
report, it was not routine to remove people from life support since the act leads to 
death and, therefore, it could be argued, constitutes homicide. Seven years later, in 
1975, the case of Karen Ann Quinlan changed how clinicians approach this situa-
tion. As discussed above, Karen Ann Quinlan was in a Permanent Vegetative State 
(PVS) in which the person has preserved brainstem function but no higher brain 
function. Her parents petitioned the New Jersey court system to support their con-
tention that the withdrawal of mechanical ventilation was not homicide and won. 
Although brain death is a very different entity from PVS, the fact that it was no 
longer considered homicide to remove a person from life support means that it may 
have been possible to donate organs after life-support withdrawal without the 
requirement of the DDR if history were reversed and the case of Karen Ann Quinlan 
had predated the work of the Harvard Brain Death Committee. Jettisoning the DDR 
would dramatically increase the organ donor pool since now, if you are not brain 
dead, your organs can only be donated if you first die by cardiorespiratory criteria 
after life support is withdrawn. Organs are injured between the withdrawal of life 
support and the pronouncement of death, the so-called “warm ischemia” time and, 
if transplantable, increase the morbidity of the recipient. In an ironic but predictable 
twist of fate, Karen Ann Quinlan lived for 9 years after she was disconnected from 
mechanical ventilation because, as is usually the case in persons in PVS, she was 
able to breathe on her own.

Jahi McMath was a 13-year-old California girl with sleep apnea who underwent 
uvulopalatopharyngoplasty and suffered a postoperative hemorrhage into her air-
way that resulted in respiratory arrest and, ultimately, cardiac arrest. Despite 
attempts at resuscitation, she suffered anoxic brain injury and met the clinical crite-
ria for brain death on two separate examinations using two different confirmatory 
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tests. Her family did not accept the clinical determination that she was dead, so 
crowdfunded her transfer to New Jersey where state law does not recognize brain 
death if the family objects. Before she was pronounced dead by cardiorespiratory 
criteria there was evidence that she no longer met the California criteria for brain 
death [49]. This case raises serious questions: What would it mean to be dead and 
subsequently alive? Could the doctors in California be sued to financially support 
her for her remaining life if she no longer met the standard for brain death? Should 
death be a personal decision that requires an advanced directive or substituted judg-
ment? These questions do not have a binary answer. They are complex and require 
an individual dialogue.

New Jersey is the only state in the USA that requires surrogate-decision makers 
agree that a person can be declared dead by neurological criteria before proceeding 
with brain death testing. This approach may be the most rational; it allows a per-
sonal decision about a topic, that if we accept that brain death is not a scientific 
diagnosis like myocardial infarction, prostate cancer, or a pulmonary embolism, but 
rather is a cultural concept that is accepted by some people but not all. It would 
allow people to circumvent the DDR and donate organs without waiting for the 
heart to stop. Potentially transplantable organs are damaged while waiting for the 
heart to stop beating in order to pronounce a person dead by cardiorespiratory crite-
ria. As cardiac output decreases, the body shunts blood to the brain by increasing the 
arteriolar resistance to the other organs. This shunting results in poor perfusion and 
injury to the organs prior to removal. It also increases warm ischemia time, when 
organs receive inadequate oxygen and glucose while they are warm with a higher 
metabolism than when they are cooled. If potential donors are considered brain 
dead or the DDR requirement is relinquished, then there is the potential for healthier 
organs for transplant. Some people worry that jettisoning the DDR will lead to pub-
lic mistrust and a slippery slope where vital organs will be removed without con-
sent. It may be that doctors and nurses are presuming there is a public concern 
where none exists and, frankly, the slippery slope is considered by logicians to be 
fallacious. Safeguards could be put into place, making it unlikely that perverse 
actions would occur.

How does the concept of brain death fit into the science of medicine? Is it a the-
ory? A fact? A disease? A syndrome? It cannot be any of these. If a person met the 
criteria originated by the Harvard Brain Death Committee or any of the subsequent 
variations codified by future committees, but then regained consciousness, it would 
certainly disprove that the criteria set forth were evidence that they were perma-
nently unconscious. The fact would be evidence that the criteria for permanent 
unconsciousness have been falsified. It would not, however, prove that a person who 
is permanently unconscious is dead. That supposition is not falsifiable and therefore 
not subject to the scientific method. That supposition that someone who is perma-
nently unconscious is dead is a matter of belief and, more or less in most jurisdic-
tions, a matter of law. Laws are not scientific theories that need to be falsified but 
constructs that are created by people for one purpose or another. Whether that pur-
pose was to sidestep the DDR and allow organs for transplantation at a time when 
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there was no other way to obtain viable organs because of beliefs surrounding the 
withdrawal of life support that have changed since that time or a sincere rationale is 
moot. Science changes because new truths are uncovered but the law changes to 
better serve a society. When we conflate science and the law, we run the risk of 
developing rules that are not able to change or evolve as society changes. Equating 
permanent unconsciousness with death is done by consensus but good science is 
always falsifiable and unrelated to consensus.

As mentioned earlier, the Harvard Brain Death Committee’s report was pub-
lished over half a century ago. Most of today’s physicians were taught about brain 
death in medical school. They did not have to grapple with the concept after reading 
a report in the medical literature. In addition to technology allowing for the assump-
tion that some who are permanently unconscious are dead, a newer technology has 
worked in reverse. Extracorporeal membrane oxygenation (ECMO) allows perfu-
sion to continue despite a nonfunctioning heart. In these situations, a person is only 
dead if we accept and pronounce death by neurological criteria or discontinue 
ECMO. In these situations, the problem of what it means to be pronounced dead is 
equally complicated. When Morris B. Abram, the chairman of the 1981 presidential 
commission on Defining Death, said in a letter to the Speaker of the House that “we 
are grateful for the opportunity to assist in resolving this issue of public concern and 
importance” [46], it is likely that he was hoping that brain death would be resolved 
and not concerned that the concept of cardiorespiratory death would become 
confusing.

In summary, dying and the determination of death have been complicated by 
technology. In the not-so-distant past, if the heart or lungs stopped functioning, the 
brain would follow, and if the brain stopped functioning, the lungs and heart would 
follow. This interdependence kept the concept of death straightforward, despite the 
fact that it was possible to be wrong, given the limitations in the technology. Over 
the years, both the diagnostic and supportive technologies have improved. In the 
past, it was not necessary to define death by evaluating the organs separately since 
they could not be supported separately. Since technology has outpaced our defini-
tions regarding death and there is a lack of consensus, it seems that the only honest 
way forward is to treat these confounding situations as we treat all patient/family- 
physician interactions and explain the complexities to patients and families and give 
people a choice. It is a mere supposition that organ donation would not be accepted 
without the DDR.  In his 1996 editorial entitled “Odds and Ends: Trust and the 
Debate over Medical Futility” [50], Arthur Caplan expresses the opinion that if 
patients and families do not trust their doctors, then they are more likely to desire, 
what we would call in 2019, ineffective care. Trust requires the truth, however com-
plex, and might actually increase the organ-donor pool. It is important to realize that 
the DDR is a historically relevant approach rather than a scientifically grounded 
concept. If the perceived resistance to the DDR could be overcome, perhaps organs 
could then be removed before the heart stops and, therefore, all organs would be 
healthier at the time of transplantation.
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 Rationing Care in the ICU

The most apropos definition in the Merriam-Webster dictionary for the verb “ration-
ing” is “to distribute equitably.” When used clinically in the health care setting, the 
term rationing invokes a sense of unfairness. There are numerous ways to approach 
an ethical problem but, as noted earlier in this chapter, one of the most popular 
frameworks used by physicians is principlism [46]. The basic premise is that the 
four ethical principles apply in all clinical encounters: autonomy, nonmaleficence, 
beneficence, and justice. Autonomy is the principle that makes self-rule the primary 
focus. Nonmaleficence is the moral principle that is the rightful heir of the ancient 
wisdom “primum non nocere,” which translates to “first, to do no harm.” Beneficence 
is the alter ego of nonmaleficence, where caregivers are charged to “do good” rather 
than “do no harm.” The fourth principle is justice which takes us out of the realm of 
the single patient and asks what is fair for a group in a society [6].

The relationship among the four principles is best underscored by a case that is 
reminiscent of the Japanese play Rashomon, where four witnesses tell a different 
version of a murdered samurai. Imagine there is an 85-year-old woman who under-
went elective colectomy for cancer with a primary anastomosis complicated by an 
anastomotic leak. She is now critically ill with a high risk of mortality due to septic 
shock, acute kidney injury (AKI), and the acute respiratory distress syndrome 
(ARDS). The patient’s husband believes that his wife would want life support with-
drawn and be allowed to die peacefully. Since he believes this choice is her wish, he 
is invoking the principle of autonomy, albeit through the lens of substituted judg-
ment, to arrive at this perspective. The patient’s primary care physician believes the 
medical team is causing harm by continuing life support when there is so little 
likelihood that the outcome of any of the patient’s suffering will result in a good 
quality of life. This physician is invoking the principle of nonmaleficence. Her sur-
geon feels it would be in her best interest to continue life support for another week 
and see if her critical illness is reversible, so is invoking the principle of benefi-
cence. The patient’s nurse wonders whether it is fair to use an ICU bed for this 
patient when there are ICU patients in the Emergency Department and Post- 
Anesthesia Care Unit (PACU) who would benefit from transfer to the ICU. The 
nurse is invoking the principle of justice. Justice and fairness in health care and 
patient care can be viewed from multiple levels. At the most global level, justice 
relates to the distribution of services and access to health care for populations. 
Governments determine what is deemed to be most fair for the majority of its con-
stituents at this level. As levels are descended, choices are made for smaller and 
smaller groups. Eventually the hospital and the ICU level are reached, and choices 
are made that affect individual patients. Hospital and ICU policies set boundaries 
and guidelines, but individual providers make choices that are based on fairness. 
These choices are not independent. If one patient is in respiratory distress and 
requires intubation, that patient will be given priority over other less ill patients. A 
choice is made and care is rationed. Another patient on the same unit, when evalu-
ated an hour later may be determined to be septic. Even if antibiotics are started as 
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soon as possible, it would have been better if this patient had been evaluated earlier 
and started on antibiotics sooner. The second patient’s care has been rationed, even 
though it was unavoidable. Doctors are often perfectionists and like to believe they 
can give equal care to all patients and, although this is aspirational, it is not realistic.

It would be better if doctors accepted rationing as a reality and did not try to 
pretend that it does not exist. Perhaps it is a desire to convince patients and their 
families that they are receiving the best care or perhaps it is an outcome of the per-
fectionist personality prevalent among doctors that lead doctors into denial regard-
ing rationing care. Whatever the etiology, the belief leads to both dissatisfaction 
from patients and their families and moral distress among caregivers. What might 
happen if rationing is acknowledged? It can become part of the decision-making 
equation, a new and honest variable that can be applied, more or less, depending on 
the circumstances. The potential emphasis or de-emphasis on rationing requires an 
appreciation of the two dichotomous theories of justice: consequentialism and 
deontology. Consequentialism is a philosophy where outcomes matter most. 
Deontology is a philosophy where the fairness of the process is most important and 
the outcome is secondary. As an example, in the classic philosophical trolley prob-
lem, a trolley is heading toward five people on a track and you are standing next to 
a switch that would redirect the trolley down a different track toward one person 
with the pull of a lever. A consequentialist may pull the lever and the deontologist 
would not. Rounding in the ICU when there are plenty of empty beds would allow 
the intensivist to play the role of deontologist but, during a pandemic, the intensivist 
would have to play the role of consequentialist but during a pandemic, unless the 
hospital invoked a protocol to direct decision-making, the intensivists.

Physicians are usually on the deontological end of the deontological- 
consequentialist spectrum, and make just decisions considering only what is best for 
their individual patient based on the primacy of the patient-physician relationship and 
duty owed, while consequentialist forces only influence but do not determine deci-
sions. When medicine turns to human-subjects research, it becomes a pure deonto-
logical system because the researcher must primarily care about the subject and only 
secondarily care about the results of the research. Human subject researchers who 
forget or ignore this prime directive put their subjects in harm’s way. The Tuskegee 
experiment is one such situation where the researchers ignored their obligation. In 
the mid-twentieth century at Tuskegee University in Alabama, US Public Health 
Service physicians experimented on African-American men, without informing them 
of the purpose of the study and, most egregiously, denying them treatment with peni-
cillin when it became available in 1947 [51]. The proposed research goal was to fol-
low the course of syphilis. This incident, where the rights of the individual were 
viewed as less important than the research goal, contributed to the development of the 
Belmont Report and Institutional Review Boards (IRBs). IRBs are necessary entities 
to protect the individual and deontological principles and prevent consequentialism.

Occasionally situations arise, when physicians are forced to choose among dif-
ferent people to receive a limited resource. Transplantation of limited organs and 
pandemics when life-support measures like ventilators are in short supply are two 
such examples. In these circumstances, the consequentialist outcome desired must 
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be determined at the outset: Who should be saved? Should it be the youngest peo-
ple? Or those who will most likely live the longest, or parents of young children? 
People who support and care for others? These examples reveal that the actual con-
sequences in consequentialism require a value to be applied to the outcomes, so an 
appropriate algorithm can be mapped out.

Ultimately, the question of rationing, if we are to be honest, is really a question 
of demarcation and degree. If it is only rationing when one life is saved and another 
one is lost, then it is true that the concept of rationing only comes into play in situ-
ations such as organ transplants where there are more people who need organs than 
potential donors, or pandemics where a limited resource like a ventilator has to be 
given to one person instead of another. On the other hand, if we define rationing 
more broadly, then we are rationing when we round on one person before another, 
assign one person and not another to our most skilled ICU nurse, board patient “X” 
in another unit to make a bed for patient “Y”, or put the 20-year-old but not the 
90-year-old on VA-ECMO (veno-arterial extracorporeal membrane oxygenation) 
for heart failure. Rationing in the intensive care unit, like beauty, may actually be in 
the eye of the beholder.

 Moral Distress

Ethical dilemmas are not uncommon in the acute care setting. High technology 
often blurs the boundaries between life and death, making treatment decisions chal-
lenging. Moreover, the patient, patient’s family, and individual health team mem-
bers may have differing values, beliefs, and obligations that may result in conflicting 
opinions of the best course of action. Moral distress is the “psychological response 
to morally challenging situations such as those of moral constraint, moral conflict, 
or both” [52]. It is a complex phenomenon which includes the impact of personal 
and relational factors [53] as well as contextual factors [54]. The causes of greatest 
moral distress for direct care personnel are reported as following surrogate’s wishes 
to continue life support when not seen as being in the patient’s best interest, actions 
that prolong death [55–57], and actions that are viewed as futile [58, 59]. Ineffective 
communication and collaboration among team members, particularly around prog-
nosis and end-of-life care, is often cited as a significant cause of moral distress 
among nurses [58, 60]. Lack of continuity of care due to frequently changing health 
care providers is also cited as contributing to poor patient care and moral dis-
tress [61].

Moral distress is felt by all health care professionals but is highest in those with 
direct patient contact such as nurses and physicians [61]. Work-related moral dis-
tress may take a toll on the staff that can manifest in physical, emotional, and psy-
chological responses such as exhaustion, anger, sleeplessness, guilt, absenteeism, 
fleeing the work setting or the profession, and suicide [57, 62, 63]. In addition, over 
time, unaddressed distress may cause some providers to become immune to unethi-
cal care, creating a dulling effect on morality [63]. The results of such malaise may 
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be poor patient care and outcomes [54, 59], exacerbating a negative environment 
and culture.

There is growing awareness that moral distress is not necessarily bad, but rather 
an indication that staff have moral sensitivity and moral agency, qualities that should 
be fostered. Expressions of moral distress may be viewed as a sign that conversation 
needs to occur to address a problem. Leaders who are morally sensitive and coura-
geous, who trust and listen to the insights of team members and treat them as moral 
equals, can set the ground work for a stronger ethical unit and organizational cli-
mate. There are multiple ways to address moral distress.

Hospital-wide moral distress consultation teams may decrease distress by pro-
viding an opportunity for interprofessional discussion about ethically challenging 
cases, enabling teams to find common ground, share, and accept differing values; 
identifying recurring issues; and providing validation to staff members that their 
insights are valued [59, 64, 65]. Moral distress may also be decreased by unit-based 
discussions led by a clinical nurse ethicist [66]. Continued ethics education and case 
discussion in an interprofessional setting may promote team collaboration, team 
trust, and understanding of the ethical obligations/beliefs held by individual team 
members [59].

The overarching ethical climate of an organization is perhaps the most important 
factor to mitigate and prevent moral distress. Perhaps the most important factor to 
mitigate and prevent moral distress is the ethical climate of an organization is shared 
understanding of criteria that guides moral decision-making, has leaders that strive 
to include all interprofessional team members in case discussion and solicit all 
points of view. Staff care for each other, recognize personal and professional bound-
aries, and use a shared decision-making model to make decisions that demonstrate 
primary concern for the patient and family [67–69]. Leaders must work to minimize 
barriers to open communication and flatten the power imbalances among staff, with 
the goal to promote intra-team trust [70]. De Boer and colleagues [71] implemented 
and analyzed a five-step process to promote ethical decision- making among a team 
of interprofessional caregivers in a neonatal intensive care unit. Steps in the process 
include (i) group exploration of medical facts and contextual factors such as psy-
chosocial, cultural, and religious influences, (ii) description of the ethical dilemma 
and possible solutions, (iii) discussion and analysis among all group members of the 
pros and cons and likely effects of each option, (iv) a decision made by consensus 
with recognition that the physician is responsible for the decision, and (v) develop-
ment of an action plan to implement the decision. Participants reported better under-
standing about the ethical dilemma and perceived that all points of view were 
considered.

In summary, the phenomenon of moral distress among ICU providers is not 
uncommon and should be taken seriously. Moral distress on an individual level may 
contribute to personal and professional dissatisfaction and staff turnover and, at the 
organizational level, may be viewed as a barometer of a system’s ethical climate. 
Careful monitoring of moral distress and situations that trigger such feelings may 
provide information about problems that should be addressed proactively. Recurring 
problems may indicate the need to develop policies or guidelines to help with 
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similar scenarios in the future. Careful appointment of clinical leaders who are good 
communicators and willing to include key stakeholders in the ethical decision- 
making process can help ameliorate moral distress and promote an ethical 
environment.
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Chapter 3
The Ethics and Laws Governing Informed 
Decision-Making in Healthcare: Informed 
Consent, Refusal, and Discussions 
Regarding Resuscitation  
and Life- Sustaining Treatment

James E. Szalados

 Autonomy and Free Will: The Ethical and Moral Basis 
of Informed Decision-Making

Respect for autonomy is rooted in cultural, social, and political values which respect 
individual “personhood” and is exemplified as individual choice: the choice to con-
sent or refuse. Within the medical-legal context, consent addresses an individual’s 
right to make uncoerced, informed, and voluntary decisions regarding their person-
hood and their bodies in a fashion that is respectful of one’s individual philosophy 
and values [1].

The word “patient” derives from the Latin pati meaning “to suffer.” The word 
“agent” is rooted in the Latin agere meaning “to act.” Thus, the healthcare provider 
can be seen as the agent of the patient, working on the patient’s behalf to cure or 
alleviate suffering. In addition, the patient is not seen the actor in his or her disease; 
rather, the actor is the provider. Morally, a provider who takes actions on the person 
of another must do so with permission, if he or she acts with respect upon the per-
sonhood of the patient.

Historically, the motivation for physicians to share information with patients was 
to facilitate patient understanding of the treatment plan and to motivate compliance 
with physician directives. In Epidemics I, Hippocrates wrote that the patient must 
cooperate with the physician in combating the disease [2]. Nonetheless, in the 
Hippocratic Oath, Hippocrates did not mention consent to treat; rather, the Oath 
advocates a paternalistic view of the provider-patient relationship. In fact, 
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Hippocratic philosophy cautioned against untimely and excessive sharing of 
information.

Plato connected the notion of consent with the quality of personal freedom [3]. 
Aristotle described autarkeia, or self-sufficiency, as an essential ingredient of hap-
piness. However, as important as individual autonomy was to everyday life, it was 
held to be an attribute relinquished in the face of authority.

In Medical Ethics, Thomas Percival espoused the notion that a patient’s right to 
the truth was subject to the physician’s obligation to act in the benefit of the patient, 
thus advocating benevolent deception:

[T]o a patient … who makes inquiries which, if faithfully answered, might prove fatal to 
him, it would be a gross and unfeeling wrong to reveal the truth. His right to it is suspended, 
and even annihilated; because its beneficial nature being reversed, it would be deeply injuri-
ous to himself, to his family, and to the public. And he has the strongest claim, from the trust 
reposed in his physician, as well as from the common principles of humanity, to be guarded 
against whatever would be detrimental to him …. The only point at issue is, whether the 
practitioner shall sacrifice that delicate sense of veracity, which is so ornamental to, and 
indeed forms a characteristic excellence of the virtuous man, to this claim of professional 
justice and social duty [4].

Percival’s Medical Ethics represented the dominant influence in Anglo-American 
medical ethics and was the paradigmatic source for the Code of Medical Ethics of 
the American Medical Association (AMA) [5]; nonetheless, it represented a phi-
losophy of paternalism couched in an overarching objective of benevolence. The 
1847 AMA Code of Medical Ethics adopted Percival’s writings in an almost verba-
tim fashion, highlighting the nineteenth-century conflict between paternalism and 
autonomy within the medical profession. In a more theoretical than pragmatic fash-
ion, philosopher Kant developed the idea of moral autonomy as the power of author-
ity over one’s own actions [6]. Later, the connection between autonomy and the 
ideal of developing one’s own individual self was incorporated into the views of 
humanistic psychology espoused by Maslow and Rogers, who viewed the goals of 
human development as “self-actualization” and “becoming a person,” respectively.

The ideal of uniting the freedom of choice and the freedom of action is exempli-
fied within the Declaration of Independence which affirms autonomy and personal 
self-determination stating that “[w]e hold these truths to be self-evident, that all 
men are created equal, that they are endowed by their Creator with certain unalien-
able Rights, that among these are Life, Liberty and the pursuit of Happiness.” The 
United Nations Universal Declaration of Human Rights (UDHR) holds that all 
human beings are born free and equal in dignity and rights [7]. The UNESCO 
International Bioethics Committee (IBC) states that the power to decide for one’s 
self entails acceptance of the consequences of one’s actions, which can have far- 
reaching consequences especially in matters of health [8].

The freedom to choose and the freedom to act are not synonymous. Autonomy 
relates to free will, and thus an “autonomous agent” is a person with free will, 
whereas liberty relates to freedom to act without the interference of others. “Freedom 
from” and “freedom to” are not necessarily equivalent freedoms; however, freedom 
from deception is a necessary prerequisite to a freedom to act autonomously. Thus, 
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autonomy presupposes the ability to gather information, reason, and consider 
choices. The most basic of all human freedoms is the freedom of choice. The ability 
to choose is an expression of one’s personal identity and autonomy. However, free-
dom of choice is meaningless unless it is accompanied by a capacity to understand 
the present and future implications of that choice. Fundamental to the notion of 
autonomy is the exercise of reason; and fundamental to the notion of rational rea-
soning is a prerequisite of knowledge and understanding. Thus, the conveyance of 
information to the patient is, in itself, insufficient to uphold the value of autonomy; 
the reasonable belief must be that the patient can understand the information and act 
reasonably upon that information to reach a decision. Simple communication in 
disregard of the capacity to understand protects the liberty to make decisions but not 
the patient’s autonomy. Beauchamp equated autonomy with “privacy, voluntariness, 
self-mastery, choosing freely, choosing one’s own moral position and accepting 
responsibility for one’s choices.” True respect for the value of autonomy requires 
empowerment of both freedom of reason and freedom of action. Mutual trust is 
fundamental to an effective therapeutic relationship. The healthcare provider has a 
fiduciary obligation toward the patient (Fig. 3.1).

Thus, although healthcare providers are considered to have a moral obligation to 
consider a patient’s autonomy and self-determination, even autonomy is not abso-
lute and may be subject to moral constraints, as in the case of self-destructive behav-
iors or suicide, or legal and administrative constraints, as in the case of medical care 
of minors. Practical wisdom involves general knowledge, particular knowledge, an 
ability to reason toward a choice, and an ability to act on that choice.

Lu and Adams list five basic tenants that are accepted as the foundation of 
informed consent:

 1. The patient must have sufficient information about his or her medical condition.

ADMINISTRATIVE

LEGAL
ETHICAL / 

MORAL

Fig. 3.1 Intersecting 
implications of informed 
decision-making in 
healthcare
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 2. The patient must understand the risks and benefits of available options, including 
the option not to act.

 3. The patient must have the ability to use the above information to make a decision 
in keeping with his or her personal values.

 4. The patient must be able to communicate his or her choices.
 5. The patient must have the freedom of will to act without undue influence from 

other parties, including family and friends [9].

 Informed Consent as Shared Decision-Making

Shared decision-making is a new term which embodies all elements of the informed 
consent process; however, shared decision-making further employs materials such 
as visual, graphic or printed decision aids, and a more comprehensive discussion of 
treament options, so as to better align the proposed treatment options and choices 
with the patient’s values and goals. Shared decision-making is based on a model of 
the therapeutic alliance which arguably transcends the administrative requirement 
of informed consent and promotes the dialogue necessary to achieve a common 
understanding of therapeutic goals and their attendant implications.

Shared decision-making is believed to represent a high-value, patient-centered 
process for informed consent. Individuals who actively participate in their health-
care decisions have been shown to have better understanding of their choices and 
are more likely to receive care consistent with their preferences, values, and goals 
[10]. The notion of shared decision-making is also very much related to evolving 
concepts such as patient-centered care, patient empowerment, and evidence-based 
patient choice [11].

Nonetheless, from a strictly legal point of view, shared decision-making in fact 
represents the classical doctrine of informed consent, with its attendant require-
ments not only for disclosure but for discourse, ultimately memorialized in a written 
consent form. Classically, it has always been held that informed consent is not the 
consent document per se but the process underlying the decision-making. Where the 
legal standard for informed consent is based within the reasonable person standard, 
it is both ethically and legally incumbent that practitioners adhere to the shared 
decision-making process.

 Autonomy as a Legal Construct: The History of the Informed 
Consent Doctrine in the USA

The modern history of informed consent based on an obligation of disclosure 
respectful of a patient’s autonomy and self-determination evolved gradually and is 
largely the result of successive legal rulings which established precedential author-
ity which was subsequently incorporated into statutes, regulations, medical 
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education, codes of conduct, and standards of care. Thus, the rights (and the duties) 
inherent in the doctrines of informed consent and refusal of medical care can be 
traced to seminal judicial opinions which arose in the context of battery cases. 
Consent is a legal defense to a legal charge of battery. These early cases established 
that patients have the right to protect their bodily integrity through the right to make 
their own decisions about proposed medical treatments and that a doctor’s interfer-
ence with this right may be considered a battery. The legal definition of battery is 
generally any physical contact with another person, to which that person has not 
consented. A person is liable to another for battery if (1) he or she acts intending to 
cause a harmful or offensive contact with the person of the other or a third person or 
an imminent apprehension of such a contact (2) and an offensive contact with the 
person of the other directly or indirectly results from that action.

In Pratt [12], the Illinois Appellate Court opined that “Under a free government, 
at least, the free citizen’s first and greatest right, which underlies all others—the 
right to the inviolability of his person; in other words, the right to himself…”. In the 
case of Mohr, Mrs. Mohr sued a surgeon after an operation further impaired her 
hearing claiming that the operation, “not having been consented to by her, was 
wrongful and unlawful, constituting an assault and battery.” The Supreme Court of 
Minnesota, citing Pratt, ruled that the surgeon should have consulted with the 
patient and obtained her consent before performing surgery. In the case of Pratt, 
Mrs. Pratt sued a physician for battery after he performed a hysterectomy.

In Union Pacific Railway Co. [13], the court opined that “No right is held more 
sacred, or is more carefully guarded by the common law, than the right of every 
individual to the possession and control of his own person, free from all restraint or 
interference of others, unless by clear and unquestionable authority of law.” 
Subsequently, in Schoendorff [14], a patient consented to an examination of a fibroid 
tumor under ether anesthesia but specified that she did not want an operation, and, 
once she was unconscious, the tumor was removed, and the patient then developed 
gangrene in her left arm, which later required amputation of several fingers. The 
court in Schoendorff opined that “Every human being of adult years and sound mind 
has a right to determine what shall be done with his own body; and a surgeon who 
performs an operation without his patient’s consent, commits an assault, for which 
he is liable in damages.”

The 1957 court case of Salgo [15] first introduced the term “informed consent.” 
In Salgo, Mr. Salgo brought a malpractice suit against his physicians alleging neg-
ligence after he was left permanently paralyzed after a translumbar aortography. 
Salgo claimed that the doctor failed to disclose the various possible complications 
of the procedure; and specifically, to warn him about the risk of paralysis. The 
California Court of Appeals ruled that that the physician was liable for not disclos-
ing all the relevant information during the consent process. The court in Salgo 
opined that “a physician violates his duty to his patient and subjects himself to lia-
bility if he withholds any facts which are necessary to form the basis of an intelli-
gent consent by the patient to the proposed treatment,” such a heightened disclosure 
requirement would exceed the basic elements simple consent necessary to defeat a 
potential claim of battery. Importantly, the Salgo court also introduced the concept 
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of “therapeutic exception” to informed consent, whereby a doctor felt that he or she 
could potentially cause harm to a patient by creating sufficient fright so the patient 
refuses a necessary treatment and instead use his or her discretion in the disclosure 
process.

Whereas Salgo first introduced the legal duty of informed consent, the 1960 
court case of Natanson [16] represents the first case in which a physician was 
premised in a theory of negligence rather than battery. In Natanson, a patient 
with breast cancer underwent a mastectomy followed by cobalt radiation during 
which she was injured by the cobalt radiation. Mrs. Natanson then sued her radi-
ologist for negligence both in the performance of the procedure and for failing to 
warn her about the nature and hazards of the treatment. The Kansas Supreme 
Court on appeal, in Natanson, held that the radiologist was liable in medical 
negligence for failing to meet the duty of disclosure. The Natanson court thus 
firmly established that the theory of medical negligence was applicable to 
informed consent cases.

Traditionally the legal standard for the extent of disclosure during the informed 
consent process was that of the “reasonable practitioner” or that information which 
a majority of physicians within a particular community would customarily discuss. 
Natanson defined the standard of disclosure for informed consent as the “reason-
able doctor” standard which was then widely adopted by most states in the 
USA. The “reasonable physician” standard was limited by difficulties arising from 
its definition and in legally and practically defining the reasonable practitioner 
standard.

In 1972, the case of Canterbury v. Spence [17] caused a shift in the disclosure 
standard from the “reasonable practitioner” to that of the “reasonable person.” In 
Canterbury, a patient underwent a laminectomy and alleged that he had not been 
informed of a risk of paralysis. Although the operation was successful, Mr. 
Canterbury fell from his hospital bed the day after surgery and developed paralysis 
involving the lower half of his body; a second operation failed to correct the paraly-
sis. Canterbury brought suit alleging that the physician negligently failed to disclose 
the risk of paralysis before the first operation. The Canterbury court held that the 
doctor was liable for failure to disclose the risk of paralysis. Although the Canterbury 
court affirmed the disclosure requirement for informed consent, it departed from 
prior cases through its adoption of a new “reasonable person standard” to replace 
the existing “professional practice standard” determining that the extent of disclo-
sure required to make consent “informed” needed to be measured according to what 
would be important to the average patient rather than what a reasonable physician 
revealed in the course of his or her usual practice and thereby affirmed concerns for 
patients’ rights.

In the California case of Truman v. Thomas [18], the court extended the duty of 
disclosure to encompass potential risks associated with not consenting to treatment. 
In Truman, the court held that a physician had a duty to disclose a woman who had 
refused a Pap smear the possibility that precancerous cells might develop into cervi-
cal cancer if she declined to undergo the procedure.
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 General Exceptions to the Disclosure Mandate During 
Informed Consent

Many courts have recognized two exceptions to the requirement where providers 
disclose all relevant risks, benefits, and alternatives during the informed consent 
process: (1) where a competent patient refuses to hear the information and (2) where 
the benefit of treating the patient outweighs any potential harm of the treatment 
[19, 20].

State statutes regarding informed consent vary; however, for example, the 
New York-informed consent statute states, in part:

4. It shall be a defense to any action for medical, dental or podiatric malpractice based 
upon an alleged failure to obtain such an informed consent that:
(a) the risk not disclosed is too commonly known to warrant disclosure; or
(b) the patient assured the medical, dental or podiatric practitioner he would undergo the 

treatment, procedure or diagnosis regardless of the risk involved, or the patient 
assured the medical, dental or podiatric practitioner that he did not want to be 
informed of the matters to which he would be entitled to be informed; or

(c) consent by or on behalf of the patient was not reasonably possible; or
(d) the medical, dental or podiatric practitioner, after considering all of the attendant 

facts and circumstances, used reasonable discretion as to the manner and extent to 
which such alternatives or risks were disclosed to the patient because he reasonably 
believed that the manner and extent of such disclosure could reasonably be expected 
to adversely and substantially affect the patient's condition [21].

It is however axiomatic that whenever consent is discussed, or the exceptions are 
invoked, a suitable documentation of the process by which the decision-making 
occurred should be memorialized.

 The Provider as Fiduciary

The doctrine of informed consent is based on both (a) respect for patient autonomy 
and (b) the fiduciary duty of the physician/provider toward the patient. The process 
of informed consent provides a reasonable assurance that a patient has not been 
deceived or coerced. The reasonable assurance inherent in the informed consent 
process represents a legally enforceable evidentiary threshold demonstration that 
the process was followed, memorialized, and witnessed.

Within the traditional Hippocratic physician-patient relationship, the patient is 
portrayed as silent and dutifully obedient to a beneficent and trusted physician. 
Patients voluntarily seek out the aid of the physician; however, once the physician 
agrees to treat and the patient agrees to be treated, there is an implied trust that the 
physician will act in their interest, or at least will do no harm.

Fiduciary relationships are characterized by an imbalance of knowledge, train-
ing, and skill between the fiduciary and the principal, and therefore, fiduciary duties 
oblige all professionals to act as fiduciaries for their clients. The physician-patient 
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relationship is a member of a special class of legal relationships called fiduciary 
relationships. In a fiduciary relationship, the “fiduciary” is the party the duty is 
imposed on (the provider), whereas the “principal” is the party that is owed the duty 
(the patient). The main elements of fiduciary duty in healthcare are (a) duty of care, 
(b) duty of competence, (c) duty of good faith and fair dealing, (d) duty of loyalty, 
and (e) duty to avoid conflicts of interest.

Thus, in healthcare, fiduciary relationships describe interactions between provid-
ers and patients, wherein patients depend and rely upon those more knowledgeable, 
skillful, and powerful than themselves to act in their best interest [22]. In Canterbury, 
Judge Robinson reasoned that “The average patient has little or no understanding of 
the medical arts, and ordinarily has only his physician to whom he can look for 
enlightenment with which to reach an intelligent decision … The patient’s reliance 
upon the physician is a trust of the kind which traditionally has exacted obligations 
beyond those associated with arms-length transactions.”

The essence of the fiduciary relationship is that the patient’s interests must be 
paramount. The AMA Code of Medical Ethics clearly states that the “relationship 
between a patient and a physician is based on trust, which gives rise to physicians’ 
ethical responsibility to place patients’ welfare above the physician’s own self- 
interest or obligations to others, to use sound medical judgment on patients’ behalf, 
and to advocate for their patients’ welfare” [23].

[T]he physician-patient relationship has: ... its foundation on the theory that the former 
[physician] is learned, skilled and experienced in those subjects about which the latter [the 
patient] ordinarily knows little or nothing, but which are of the most vital importance and 
interest to him, since upon them may depend the health, or even life, of himself or family. 
[T]herefore, the patient must necessarily place great reliance, faith and confidence in the 
professional word, advice and acts of the physician [24].

Nonetheless, it is important to distinguish the fiduciary obligation recognized in law 
from the duty imposed on providers to act non-negligently and in accordance with 
the standard of care.

 Legal Cause of Action for Failure to Obtain Informed Consent

Treatment with no consent at all, actual or implied [25], treatment substantially dif-
ferent from that to which the patient consented [26, 27], or unauthorized substitu-
tion of one treater for another [28] come within the definition of battery, especially 
when involving invasive procedures. That an unpermitted medical treatment may be 
lifesaving or curative, except in situations where consent would be implied, does not 
excuse battery [29]. On the other hand, consent is a defense to the tort of battery. 
Early decisions by courts at times characterized a lack of consent claim under the 
intentional tort of battery; however, the modern trend is to base such claims on pro-
fessional negligence.
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Nonetheless, the Arizona case of Duncan is relevant since it is a case where the 
court upheld a claim of battery based on an allegation of consent obtained by a 
healthcare provider’s fraud or misrepresentation. In this case, Duncan, scheduled to 
receive a magnetic resonance imaging (MRI) study, consented to preimaging injec-
tion with sedation but explicitly informed the imaging staff that she did not want to 
receive the narcotic fentanyl, a request she repeated three times. The nurse assured 
Duncan that only Demerol or morphine would be administered. During the proce-
dures, after receiving fentanyl, Duncan experienced severe complications including 
severe headache, projectile vomiting, breathing difficulties, post-traumatic stress 
disorder, and vocal cord dysfunction. Following the procedure, Duncan learned 
that, contrary to the prior express understanding, she had indeed been administered 
fentanyl for the procedure and brought suit predicated in (1) lack of informed con-
sent and (2) battery. On appeal, the Supreme Court of Arizona relied on the Second 
Restatement of Torts [30] which defined “battery” as an intentional act wherein the 
actor engages in harmful or offensive contact with the person of another and case 
law [31] which had upheld causes of action for battery within the healthcare con-
text. In this case, although Arizona Statute precluded such a claim for battery, the 
Supreme Court held the Statute unconstitutional and remanded the case to trial 
under a cause of action for battery. Malpractice liability policies do not universally 
indemnify against charges of battery.

Legal theories predicated in a lack of informed consent are more commonly 
generally based on either (1) medical malpractice or (2) lack of informed consent. 
Medical malpractice, or medical negligence, is variably defined as a deviation by a 
medical professional to follow the accepted standards of practice of his or her pro-
fession, resulting in harm to a patient. On the other hand, lack of informed consent 
is an independent cause of action, wherein a provider fails to obtain informed con-
sent for non-emergency treatment, with specific exceptions. Lack of informed con-
sent can reinforce a claim of medical malpractice or serve as an alternative point of 
attack when the case is otherwise weak.

The laws regarding informed consent vary among the individual states; however, 
in a very general sense, a civil lawsuit predicted upon a provider’s failure to obtain 
informed consent requires that specific elements be proven by a preponderance of 
the evidence. For example, in the State of Illinois:

 1. The physician had a duty to disclose medical information.
 2. The physician failed to inform or inadequately informed the patient of medically 

material information which a reasonably well-qualified physician would have 
disclosed under the same or similar circumstances.

 3. If the physician had disclosed the material information, a reasonable person in 
the plaintiff’s position would have chosen a course of treatment different from 
that actually undertaken (or have chosen no treatment instead of what 
was done).

 4. The patient was injured by the proposed treatment or failure to treat [32].
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• The New York Statute requires proof that the physician or other medical pro-
vider failed to fully disclose alternative courses of treatment and reasonably 
foreseeable risks associated with the treatment rendered, as well as risks asso-
ciated with all alternative courses of treatment, that a reasonable physician or 
other medical provider would have disclosed under the same circumstances; 
and. that “[f]or a cause of action therefor it must also be established that a 
reasonably prudent person in the patient's position would not have undergone 
the treatment or diagnosis if he had been fully informed and that the lack of 
informed consent is a proximate cause of the injury or condition for which 
recovery is sought.” [33]

 Recent Case Law Impacting Informed Consent

In 2017, the Pennsylvania Supreme Court decided Shinal v. Toms, M.D. [34], 
wherein the issue was based on Section 504 of the MCARE Act which imposed a 
legal duty for a physician “to obtain the informed consent of the patient” prior to 
surgery, the insertion of a surgical device, radiation or chemotherapy, and blood 
transfusions. In 2007, Megan L. Shinal and Dr. Toms met for a 20-minute initial 
consultation to discuss removing a recurrent non-malignant tumor from the pitu-
itary region of Shinal’s brain. Following initial discussions with Dr. Toms regarding 
surgical options, Shinal, the plaintiff, had a telephone conversation with Dr. Toms’ 
physician assistant whom she asked about scarring, whether radiation would be 
necessary, and about the date of the surgery; the record of this telephone call indi-
cated that Dr. Toms’ physician assistant also answered questions about the craniot-
omy incision. In 2008, Shinal met with the physician assistant at the Geisinger 
Medical Center’s Neurosurgery Clinic where the physician assistant obtained 
Shinal’s medical history, conducted a physical, and provided Mrs. Shinal with infor-
mation relating to the surgery and had Shinal sign an informed consent form. 
Subsequently and shortly thereafter, Shinal underwent an open craniotomy for total 
resection of the brain tumor at Geisinger Medical Center during which Toms punc-
tured Shinal’s carotid artery and the procedure was complicated by hemorrhage, 
stroke, brain injury, and partial blindness. The plaintiff argued that her consent for 
the surgery was not sufficiently informed because the information provided to her 
should have been provided by Dr. Toms. The Pennsylvania Supreme Court, in its 
4-3 decision, held that physicians in Pennsylvania must directly “disclose the infor-
mation required to obtain informed consent.” The Court, in its decision, relied on 
the case of Valles [35] which had previously held that the duty to obtain informed 
consent is the sole responsibility of the physician and that it is non-delegable. In its 
decision, the Shinal court reasoned that “[w]ithout direct dialogue and a two-way 
exchange between the physician and patient, the physician cannot be confident that 
the patient comprehends the risks, benefits, likelihood of success, and alterna-
tives” [36].
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Although the Shinal decision is not binding to states other than Pennsylvania, 
such cases may be used as persuasive authorities in other jurisdictions. Of note, 
controversy ensued following the rulibng in Shinal; the American .... disagreed; dis-
senters argued that physicians and providers should have the right to delegate ele-
ments of the informed consent process to other members of the patient care team. 
Nonetheless, in most states, liability for failure to obtain informed consent rests 
solely with the physician.

 Informed Decision-Making as a Regulatory Mandate

The Patient Self-Determination Act (PDSA) was introduced in 1990 as H.R.4449 of 
the 101st Congress as an amendment to titles XVIII (Medicare) and XIX (Medicaid) 
of the Social Security Act, requiring hospitals, skilled nursing facilities, home health 
agencies, hospice programs, and health maintenance organizations to “(1) inform 
patients of their rights under State law to make decisions concerning their medical 
care; (2) periodically inquire as to whether a patient executed an advanced directive 
and document the patient’s wishes regarding their medical care; (3) not discriminate 
against persons who have executed an advance directive; (4) ensure that legally 
valid advance directives and documented medical care wishes are implemented to 
the extent permitted by State law; and (5) provide educational programs for staff, 
patients, and the community on ethical issues concerning patient self-determination 
and advance directives” [38]. The Patient Self-Determination Act became effective 
as federal law in 1991, and therefore compliance is mandatory.

Compliance with the Centers for Medicare and Medicaid Services (CMS) 
Conditions of Participation (CoP) is required to meet Medicare and Medicaid hos-
pital regulations. Those hospitals which participate in Medicare and Medicaid 
undergo onsite surveys by State Survey Agencies and private Accrediting 
Organizations to ensure compliance with Federal Regulations. CMS CoP has out-
lined mandatory requirements for informed consent or refusal of treatment:

 1. The patient has the right to participate in the development and implementation of 
his or her plan of care.

 2. The patient or his or her representative (as allowed under State law) has the right 
to make informed decisions regarding his or her care. The patient’s rights include 
being informed of his or her health status, being involved in care planning and 
treatment, and being able to request or refuse treatment [39].

CMS Interpretive Guidelines elaborate by noting that “[t]he right to make 
informed decisions means that the patient or patient’s representative is given the 
information needed in order to make ‘informed’ decisions regarding his/her care” 
and that “[t]he right to make informed decisions regarding care presumes that the 
patient has been provided information about his/her health status, diagnosis and 
prognosis” [40]. Moreover, CMS notes that “[h]ospitals must utilize an informed 
consent process that assures patients or their representatives are given the 
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information and disclosures needed to make an informed decision about whether to 
consent to a procedure, intervention, or type of care that requires consent” [40].

The Joint Commission (TJC) has published its requirements surrounding the 
informed consent process and safe care. Specifically, The Joint Commission defines 
“informed consent” to be:

Agreement or permission accompanied by full notice about the care, treatment, or service 
that is the subject of the consent. A patient must be apprised of the nature, risks, and alterna-
tives of a medical procedure or treatment before the physician or other health care profes-
sional begins any such course. After receiving this information, the patient then either 
consents to or refuses such a procedure or treatment [41].

and TJC further states:

To establish a mutual understanding between the patient and the licensed independent prac-
titioner or other licenses practitioners with privileges about the care, treatment and services 
that the patient will receive. Informed consent is not merely a signed document. It is a 
process that considers patient needs and preferences, compliance with the law and regula-
tions and patient education. Using the informed consent process helps the patient to partici-
pate fully in decisions about his or her care, treatment and services [42].

TJC requires that the informed consent process complies with hospital policy and 
requires that the hospital’s medical staff bylaws address the process of informed 
consent.

Although non-binding, the American Medical Association (AMA) Code of 
Medical Ethics Opinion 2.1.1(b)–(c) states, in part, that relevant information should 
be presented to the patient “accurately and sensitively, in keeping with the patient’s 
preferences for receiving medical information”. The physician should include infor-
mation about (1) the diagnosis (when known), (2) the nature and purpose of recom-
mended interventions, and (3) the burdens, risks, and expected benefits of all 
options, including forgoing treatment. (c) Document the informed consent conver-
sation and the patient’s (or surrogate’s) decision in the medical record in some man-
ner. When the patient/surrogate has provided specific written consent, the consent 
form should be included in the record [43].

 Informed Consent and Human Subject Research

The issue of clinical research was addressed early in the US legal system in the 1871 
legal case of Carpenter v. Blake [44] where Carpenter sued her physician for negli-
gence and malpractice alleging that the physician did not properly set the dislocated 
arm and did not attempt to reset the bones after the patient developed swelling in the 
elbow joint. The physician, Blake, defended his actions claiming that his chosen 
method of treatment was not negligent but rather represented a new treatment 
approach. Although Blake did not specifically claim to be engaging in research, 
there was no true systematic clinical research at the time. The court in Carpenter 
held that a physician who departs from usual, established methods of treatment is 
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liable for resulting injury and viewed experimentation as a departure from standard 
care until the validity of experimental treatments could be established stating “the 
rule protects the community against reckless experiments, while it admits the adop-
tion of new remedies and modes of treatment only when their benefits have been 
demonstrated.” In 1935 however, in the case of Brown v. Hughes, the Supreme 
Court of Colorado opined that a degree of clinical experimentation was essential to 
scientific advancement stating that “there must be a clearer case of total abandon 
than here attaches before liability occurs, otherwise the learned judgment of our 
skilled profession would be lost to the human race. Without such, we could not 
enjoy the advancement of science” [45]. Furthermore, in the case of Fortner v. Koch, 
the court again expressed the opinion that “we recognize the fact that, if the general 
practice of medicine and surgery is to progress, there must be a certain amount of 
experimentation carried on; but such experiments must be done with the knowledge 
and consent of the patient or those responsible for him, and must not vary too radi-
cally from the accepted method of procedure” [46].

At the end of World War II, in 1946, Nazi physicians were brought to trial in 
Nuremberg, Germany, and prosecuted for war crimes conducted under the pretense 
of “medical experimentation” on concentration camp prisoners. In United States v. 
Karl Brandt, also known as “the ‘Doctor’s Trial,” the first of 12 sequential trials, the 
court set out 10 “certain basic principles [that] must be observed in order to satisfy 
moral, ethical, and legal concepts” as prerequisite to research on human subjects:

 1. The voluntary consent of the human subject is absolutely essential. This means 
that the person involved should have legal capacity to give consent; should be 
so situated as to be able to exercise free power of choice, without the interven-
tion of any element of force, fraud, deceit, duress, over-reaching, or other ulte-
rior form of constraint or coercion; and should have sufficient knowledge and 
comprehension of the elements of the subject matter involved as to enable him 
to make an understanding and enlightened decision. This latter element requires 
that before the acceptance of an affirmative decision by the experimental sub-
ject, the nature, duration, and purpose of the experiment, the method and means 
by which it is to be conducted, all inconveniences and hazards reasonable to be 
expected, and the effects upon his health or person which may possibly come 
from his participation in the experiment should be made known to him. The 
duty and responsibility for ascertaining the quality of the consent rests upon 
each individual who initiates, directs, or engages in the experiment. It is a per-
sonal duty and responsibility which may not be delegated to another with 
impunity.

 2. The experiment should be such as to yield fruitful results for the good of soci-
ety, unprocurable by other methods or means of study, and not random and 
unnecessary in nature.

 3. The experiment should be so designed and based on the results of animal exper-
imentation and knowledge of the natural history of the disease or other problem 
under study that the anticipated results will justify the performance of the 
experiment.
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 4. The experiment should be so conducted as to avoid all unnecessary physical 
and mental suffering and injury.

 5. No experiment should be conducted where there is an a priori reason to believe 
that death or disabling injury will occur, except, perhaps, in those experiments 
where the experimental physicians also serve as subjects.

 6. The degree of risk to be taken should never exceed that determined by the 
humanitarian importance of the problem to be solved by the experiment.

 7. Proper preparations should be made and adequate facilities provided to protect 
the experimental subject against even remote possibilities of injury, disability, 
or death.

 8. The experiment should be conducted only by scientifically qualified persons. 
The highest degree of skill and care should be required through all stages of the 
experiment of those who conduct or engage in the experiment.

 9. During the course of the experiment, the human subject should be at liberty to 
bring the experiment to an end if he has reached the physical or mental state 
where continuation of the experiment seems to him to be impossible.

 10. During the course of the experiment, the scientist in charge must be prepared to 
terminate the experiment at any stage if he has probable cause to believe, in the 
exercise of the good faith, superior skill, and careful judgment required of him, 
that a continuation of the experiment is likely to result in injury, disability, or 
death to the experimental subject.

These ten principles became known as the Nuremberg Code, codified by the 
Nuremberg Military Tribunal in 1947. Informed consent was articulated as the core 
principle of the Nuremberg Code. Thus, the Nuremberg Code requires that 
physician- researchers act in the best interests of their subjects but also states that the 
subjects may actively protect themselves as well. The key contribution of the 
Nuremberg Code was to merge Hippocratic ethics and the protection of human 
rights. Nonetheless, the Nuremberg Code has not been specifically adopted as law 
by any nation or as ethics by any major medical association; however, the lasting 
influence on global human rights law and medical ethics has been profound [47].

The Declaration of Geneva was promulgated by the World Medical Association 
(WMA), which represented the previous Association Professionnelle Internationale 
des Médecins, and was published in 1949. The Declaration of Geneva was criticized 
for its vague language and was the subject of ongoing debate until the WMA recon-
vened in Geneva where it drafted the subsequent Declaration of Helsinki, which 
was adopted in 1964 by the 18th World Medical Assembly [48]. The Declaration of 
Helsinki was heavily influenced by the Nuremberg Code. The original document 
notably relaxed requirements regarding consent for participation in research, modi-
fying the Nuremberg requirement that consent is “absolutely essential” to instead 
urge consent “if at all possible” and to allow for proxy consent, such as from a legal 
guardian. In addition, and perhaps indirectly, by order of priority, the Declaration of 
Helsinki accorded scientific expertise and the goals of medical advancements ahead 
of the informed consent requirement. The Declaration distinguished therapeutic 
from non-therapeutic research. The 2013 version of the Declaration of Helsinki 
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follows seven revisions but has evolved to encompass frontiers and also improves 
clarity regarding specific issues such as underrepresented groups, compensation and 
treatment for individuals who are harmed as a result of their participation in research, 
post-trial access to interventions and care for participants from limited-resource 
countries, registration of trials in publicly accessible databases, and publication of 
negative, inconclusive, and positive results and continued to elaborate on the role of 
research ethics committees [49].

The National Research Act [50] was signed into law in 1974 resulting in the 
creation of the National Commission for the Protection of Human Subjects of 
Biomedical and Behavioral Research. The Commission was charged with identifi-
cation of the basic ethical principles which should guide the conduct of biomedical 
and behavioral research that involved human subjects and then develop guidelines 
to assure that research is conducted in accordance with such principles. The 
Commission was directed to consider:

 (i) The boundaries between biomedical and behavioral research and the accepted 
and routine practice of medicine

 (ii) The role of assessment of risk-benefit criteria in the determination of the 
appropriateness of research involving human subjects

 (iii) Appropriate guidelines for the selection of human subjects for participation in 
such research

 (iv) The nature and definition of informed consent in various research settings [51]

In 1978, the International Committee of Medical Journal Editors, originally 
known as the Vancouver Group, convened to discuss requirements for the publica-
tion of medical research. Importantly, the group set standards regarding authorship, 
editorial obligations, peer review, conflicts of interest, privacy and confidentiality, 
and human/animal protections.

The Belmont Report was authored by the National Commission for the Protection 
of Human Subjects of Biomedical and Behavioral Research and published in 1979 
a statement of basic ethical principles and guidelines that should assist in resolving 
the ethical problems that surround the conduct of research with human subjects. The 
Belmont Report, formally entitled “Ethical Principles and Guidelines for the 
Protection of Human Subjects of Research,” was created specifically for the 
Department of Health and Human Services (formerly the US Department of Health, 
Education, and Welfare) and was named for the Smithsonian Institution’s Belmont 
Conference Center where the Commission held its hearings [52]. In brief, the 
Commission concluded that the primary principles underlying ethical research with 
human beings were respect for persons, beneficence, and justice and that adherence 
to these principles was based in the principles of informed consent, risk-benefit 
analysis, and appropriate patient selection. Informed consent emphasized the shar-
ing of information including “the research procedure, their purposes, risks and 
anticipated benefits, alternative procedures (where therapy is involved), and a state-
ment offering the subject the opportunity to ask questions and to withdraw at any 
time from the research.” The Belmont Report states that an autonomous agent is “an 
individual capable of deliberation about personal goals and of acting under the 
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direction of such deliberation.” Special issues addressed in the report included 
classes of potential research subjects with potentially limited comprehension, vul-
nerable populations, and voluntariness of the decision to participate. The Belmont 
Report also introduced the concept of the Institutional Review Board (IRB) and 
required IRB oversight of intuitional research as a condition of research funding.

In 1991, the Belmont Report, together with its evolving regulatory reach, 
morphed into the Common Rule [53], which was endorsed by 16 federal agencies 
including the Departments of Health and Human Services, Agriculture, Energy, 
Commerce, Housing and Urban Development, Justice, Defense, Education, Veterans 
Affairs, and Transportation and the National Aeronautics and Space Administration, 
the Consumer Product Safety Commission, the Agency for International 
Development, the Environmental Protection Agency, the National Science 
Foundation, and the Central Intelligence Agency. Importantly, the US Food and 
Drug Administration, although it concurred with the Common Rule, did not adopt it 
in its entirety. The FDA made selected changes to its IRB and informed consent 
regulations of the Common Rule, and, where a protocol is subject to review under 
more than one department or agency’s regulations, the requirements of each set of 
regulations must be met. FDA regulations [54] apply to all clinical investigations as 
well as clinical investigations that support applications for research or marketing 
permits for products regulated by the FDA.

HHS regulations which codify the Common Rule are published in US statute at 
Title 45: Public Welfare, Part 46 [55]. The components of informed consent under 
the Common Rule also include an identification of the project as research, its pur-
pose, and its duration; a description of the procedure, risks/benefits, and possible 
alternatives to participation; information on who to contact with questions or, if 
injury were to occur, limits of compensation provided by the researchers; and assur-
ance that participation is voluntary. HHS regulations require that an investigator 
obtain the legally effective informed consent of the subject or the subject’s legally 
authorized representative, unless (1) the research is exempt under 45 CFR 46.101(b), 
(2) the IRB finds and documents that informed consent can be waived (45 CFR 
46.116(c) or (d)), or (3) the IRB finds and documents that the research meets the 
requirements of HHS Secretarial waiver under 45 CFR 46.101(i), an exception 
which permits a waiver of the general requirements for obtaining informed consent 
in a limited class of research in emergency settings. When informed consent is 
required, it must be sought prospectively and documented to the required extent.

In order to facilitate oversight of clinical research, the National Institutes of 
Health (NIH) developed the Office for Protection from Research Risks (OPRR) 
which was the precursor to the Office for Human Research Protections (OHRP). 
OHRP is administered under the Office of the Assistant Secretary for Health in the 
Office of the Secretary of the US Department of Health and Human Services (HHS) 
and provides leadership in the protection of the rights, welfare, and well-being of 
human subjects involved in research conducted or supported by HHS.  OHRP 
reviews allegations of noncompliance involving human subject research projects. 
The issue of compliance with informed consent mandates is an especially important 
function of the OHRP:
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The informed consent process should be an active process of sharing information between 
the investigator and the prospective subject. The exchange of information between the 
investigator and prospective subjects can occur via one or more of the following modes of 
communication, among others: face-to-face contact; mail; telephone; video; or fax. 
Prospective subjects should be provided with ample opportunity to ask questions and seek 
clarification from the investigator. The prospective subjects should be in a position to freely 
decide whether to initially enroll in the research, or later, to withdraw or continue participat-
ing in the research. The informed consent process should ensure that all critical information 
about a study is completely disclosed, and that prospective subjects or their legally autho-
rized representatives adequately understand the research so that they can make informed 
choices [56].

 Implied Consent

Consent may be either express or implied. Express consent is consent which is 
clearly communicated; the acceptable manners of communication are contextual. 
Informed consent is the same as express consent. The most common form of 
expressed consent is communicated through the signing of a pre-printed consent 
form; however, express consent may be obtained through a nod of assent or a verbal 
assent. Thus, a person who is unable to use his or her hands may still be able to 
consent, or refuse to consent, through alternate modes of communication. In some 
situations, such as plastic surgery, informed consent may even be documented by 
way of a videotaped discussion. In general, the more intimate, invasive, or riskier a 
procedure may be, the more likely that informed consent will be necessary. 
Nonetheless, since informed consent cannot be realistically obtained under emer-
gency circumstances, the doctrine of implied consent serves to protect both patients 
and providers.

Implied consent on the other hand is consent in the absence of a formal discus-
sion, disclosure, or documented agreement. The issue of implied consent was first 
addressed in the 1905 case of Mohr where the court, in addressing the requirement 
for informed consent to treatment, acknowledged situations in which implied con-
sent could arise in emergencies such as where a patient was unconscious, if the 
injuries were so serious as to require immediate attention, or if during the course of 
an operation, previously-unknown conditions arose that without redress would 
endanger the patient’s life. Whether implied consent is legally valid depends on the 
circumstances and the applicable law. In general, the implied consent is based on 
the prior behaviors of the patient and is generally invoked in emergent and life- 
threatening situations where a patient is unable to consent and no surrogate is avail-
able. There is a long-standing assumption that an unconscious person would consent 
to emergency care if that person were conscious and able to provide consent since, 
under a “reasonable person” standard, such a person would want medical care if 
indicated. Thus, the doctrine of implied consent is based on the assumption that the 
patient is a “reasonable person” and that consent would have otherwise been reason-
able under the circumstances.
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 Informed Consent of Minors

Minors are presumed to lack capacity to consent, or refuse to consent, to emergency 
care. In life-threatening emergencies, the consent to treat is generally presumed 
under implied consent. However, a minor’s lack of capacity is rebuttable, and minors 
may, under certain circumstances, have legal capacity. In most states, 18 years of 
age defines the age of majority; therefore in the case of patient under the age of 18, 
except in cases of emergency, informed consent must be obtained from the adoles-
cent minor’s parent or legal guardian. The parent(s) or legal guardian(s) of a minor 
generally provide informed consent for most medical decisions on behalf of the 
minor. Where a parent or guardian refuses to provide consent for recommended 
medical treatment, a third party may petition, through the probate court, to order the 
treatment against the parent’s or guardian’s wishes. In general, consent from one 
parent within an intact marriage is usually sufficient; however, if treatment poses a 
significant risk to the minor or violates the personal or religious beliefs of one or 
both parents, it may be advisable for the provider to obtain the consent of both par-
ents. If there is an unresolved disagreement among the parents regarding consent, it 
may be necessary for a juvenile court to intervene. In order for a parent to give 
informed consent on behalf of their child, they themselves must meet legal require-
ments for decisional capacity.

There are, however, three broadly recognized situational categories under which 
adolescent minors may direct their own medical decision-making: (a) exceptions 
based on specific diagnostic categories, (b) the “mature minor” exception, and (c) 
legal emancipation. The precise legal definitions for these categories can vary sub-
stantially by state, and providers are reminded to consult their specific state laws 
[57] (Table 3.1).

In most states, minors may legally consent to treatment for issues such as sub-
stance abuse, sexual abuse, sexually transmitted diseases, mental health care, and 
birth control; in the states of Vermont and California, this right may be accorded to 
minors as young as 12 years of age. In such cases, the reasoning and justification 
upon which the provider’s decision to treat the minor is based should be clearly 
documented in the medical record, and there should be an accompanying signed 
consent obtained from the minor. Some states require that providers specifically 
document that (a) the minor would reject treatment if consent from a parent was 
required, (b) the treatment is clinically indicated, (c) the failure to provide treatment 

Table 3.1 Exceptions to the informed consent rule for minors

In general, a minor patient may consent/refuse treatment if he/she is:

Emancipated by legal decree
Pregnant at the time treatment is rendered
12 years of age or older, requesting treatment for sexual assault/abuse, a sexually transmitted 
disease, alcohol or drug abuse, or limited outpatient mental health counseling
A member of the US Armed Forces
16 years of age or older presenting with a psychiatric emergency
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would be detrimental to the minor’s well-being, (d) the minor has knowingly and 
voluntarily sought the treatment, and (e), in the opinion of the provider, the minor 
demonstrates sufficient maturity to participate in treatment.

The mature minor doctrine provides that adolescents who are not otherwise 
legally emancipated may participate in decisions regarding their own medical care, 
generally when the care is not of a serious nature. The mature minor doctrine is a 
relatively new legal concept, and few states have enacted the doctrine into statute, 
although some states have adopted the doctrine as law. The mature minor is usually 
14–16 years of age and can demonstrate that he or she fully understands the treat-
ment and the consequences.

Emancipation accords minors the legal right to make independent decisions. An 
emancipated minor is considered a competent adult with the legal authority to 
accept or refuse medical treatment. Not all states have emancipation statutes. There 
are two basic types of emancipation: (a) court-ordered emancipation is granted by 
the decree of a court. In order to petition a court for emancipation, a minor must be 
within a state-specific age category, live independent of his or her parents or guard-
ians, be capable of managing his or her financial affairs, and have the ability to 
provide for his or her general well-being. A copy of an emancipation decree should 
accompany each emancipated patient’s medical record; and (b) situational emanci-
pation confers decision-making capacity upon minors who are married, are parents 
of living children, do not live with their parents, or serve in the military.

Where possible, even if the child or adolescent cannot legal consent or decline 
consent, it may be reasonable to include the minor patient, especially an older child 
or adolescent, in the decision-making process. The American Academy of Pediatrics 
(AAP) has published statements regarding informed consent for treatment of chil-
dren, first in 1976 [58] and subsequently revised in 1995 [59] and in 2016 [60]. The 
AAP document states that “[p]ediatricians should be adept at using developmen-
tally appropriate language during discussions with minors, and information must be 
provided in a manner that respects the cognitive abilities of the child or adolescent,” 
and therefore “patients should participate in decision-making commensurate with 
their development; they should provide assent to care whenever reasonable.” The 
AAP recommends assent from children as young as 7 years of age since it may 
foster moral growth and development of autonomy at a concrete operations stage of 
development. Later, adolescent decision-making is dependent on factors such as 
cognitive ability, maturity of judgment, and moral authority, understanding that 
adolescent decision-making may rely more on mature limbic, or socioemotional, 
cognition rather than on impulse-controlling, less-developed prefrontal cogni-
tive system.
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 Against Medical Advice and Refusal to Consent: Legal Pitfalls

When a patient refuses to consent to treatment, the result is a potential legal land-
mine for the provider. In most cases of “refusal to consent,” the medical record is 
either silent as to the consent process or the documentation of the discussion is 
superficial. Patients leave the hospital “against medical advice,” and the documenta-
tion reflects only that “the patient left AMA.” In most cases where litigation arises 
from either “informed refusal” or “against medical advice,” the common denomina-
tor is not whether a plan of care was recommended and subsequently refused; the 
litigation hinges on whether the material risks were disclosed, discussed, and 
understood.

Informed consent and informed refusal each balances the ethical principles of 
respect for the patient’s autonomy and minimization of paternalism, balanced as 
against the provider’s fiduciary and legal duty to care for the patient in a manner 
consistent with accepted standards of care. The California case of Truman v. Thomas 
not only defined the requirements for informed consent but also the basis for 
informed refusal. In Truman, the court extended the duty of disclosure to encompass 
potential risks associated with not consenting to, or refusing, treatment. Recall that 
in Truman the court held that a physician had a duty to disclose to the patient the 
possibility that precancerous cells might develop into cervical cancer if she declined 
to undergo a Pap smear test. Where the physician did not disclose the risks of not 
having the test, and the patient later died from metastatic cervical cancer, the court 
determined that that the physician had a fiduciary duty to explain the potentially 
fatal consequences of a decision to forgo testing.

Furthermore, since informed decision-making is a two-part process, patients 
may choose to accept or waive either part of the process. Patients may refuse to be 
informed about their diagnosis or medical treatment plan; or alternatively they may 
choose to waive their right to be informed about the risks. Moreover, after choosing 
to hear or choosing not to discuss the diagnosis, plan, and risks, they may abdicate 
their choice to proceed or not with the plan. In such instances, patients may relate 
that they “don’t want to hear about that,” request that the provider “do what you 
think is best,” or request that another make the decisions on their behalf such as 
“talk to my daughter about that.” In all such circumstances, the overarching princi-
ple of autonomy can be respected through effective communication, discussion, and 
documentation.

State laws may also support patient choice about whether they want to receive 
information. It may be inappropriate to force patients to accept information that 
they are unready to accept; this may provoke a claim for intentional, or negligent, 
infliction of emotional distress. The right of patients to choose, the right to accept or 
to decline information, may be legally enforceable [61]. For example, under the 
laws of New York State:

…
(4) It shall be a defense to any action for medical, dental or podiatric malpractice based 

upon an alleged failure to obtain such an informed consent that:
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…
 (b) the patient assured the … practitioner he would undergo the treatment, procedure or 

diagnosis regardless of the risk involved, or the patient assured the … practitioner that 
he did not want to be informed of the matters to which he would be entitled to be 
informed;… [62]

However, in any such process, the usual levels of inquiry form the basis for a pro-
vider’s due diligence:

 1. The patient must be competent to make his or her own decisions. Most patients 
are competent by default; however, patients for whom a legal guardian or surro-
gate decision-maker has been appointed, minors, wards of the state, those with 
cognitive impairment, or those in custody may be considered to lack compe-
tency. In such cases, providers generally have a legal duty to provide care until 
the guardian can direct otherwise.

 2. The patient must also have the capacity to make a decision about his or her care. 
Although the competence and capacity are often debated, there is an arguable 
distinction, based on the chronicity of the condition. Capacity relates more 
patient’s immediate abilities demonstrate an understanding of their medical con-
dition and subsequently make an informed decision. The state of mental capacity 
may fluctuate and may be variable. Capacity is based upon a medical evaluation 
and its subsequent documentation. For example, patients deemed to be psy-
chotic, suicidal, or homicidal probably lack capacity; patients with head injuries, 
acute encephalopathy, severe sepsis, or other acute cognitive impairment may 
lack capacity, and finally patients who are intoxicated may lack capacity. In the 
case of a refusal to consent, the issue of capacity to refuse emergency treatment 
can be seen as a rebuttable presumption; the question often becomes whether an 
impartial subsequent reviewer will believe that it was appropriate to accept the 
request for refusal of care from an acutely impaired patient.

Thus, the minimum basic legal requirement to support “informed refusal” or 
“against medical advice” is the same as those necessary to establish informed con-
sent. The principles of informed refusal apply the concepts of informed consent to 
refusal of care. The provider must discuss with the patient, or their caregiver, in a 
manner so that the patient or caregiver understands (1) the proposed examination, 
test, and/or treatment, (2) the potential risks and benefits of acceptance and/or 
refusal, and (3) any potential alternative approaches or therapies.

Finally, the medical record should clearly document the elements of the discus-
sion, the important risks accepted and the potential benefits forgone, and the fact 
that all questions and concerns were addressed. Where standard practice dictates a 
written and signed documentation of consent, “refusal to consent” and “against 
medical advice” should be similarly documented in a signed writing. In instances 
where “refusal to consent” or “against medical advice” is accompanied by a refusal 
to sign a consent form, that itself should be carefully documented.
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 Informed Refusal and the Right to Die

Although a complete discussion of refusal of life support and right to die is beyond 
the scope of this chapter, it is important to note that the corollary to informed con-
sent is the right to expressly refuse medical treatment, even where such refusal 
represents the withdrawal of previously instituted life support.

In 1960, the Natanson court extended the informed consent doctrine to include a 
right to refuse treatment:

Anglo-American law starts with the premise of thorough-going self-determination. It fol-
lows that each man is considered to be master of his own body, and he may, if he be of 
sound mind, expressly prohibit the performance of life-saving surgery, or other medical 
treatment. A doctor might well believe that an operation or form of treatment is desirable or 
necessary but the law does not permit him to substitute his own judgment for that of the 
patient by any form of artifice or deception.

In the 1970s, the right to refuse medical treatment was extended to justify the 
removal of life support in patients in persistent vegetative states. It is now well 
established, under American law, that a mentally competent adult has the right to 
refuse medical treatment, even if, in doing so, he or she will hasten his or her 
death [63].

In 1975, Karen Quinlan sustained a respiratory arrest and after a period of anoxia 
was resuscitated to a “chronic persistent vegetative state” wherein she was depen-
dent on mechanical ventilator support. Quinlan’s parents requested termination of 
mechanical ventilator support, a request which was contested by the treating physi-
cians. In its analysis, the Supreme Court of New Jersey invoked the right of privacy. 
Recognizing that the US Constitution does not explicitly mention a right of privacy, 
the Court noted that prior Supreme Court decisions had recognized that a right of 
personal privacy exists and that certain areas of privacy are guaranteed under the 
Constitution. Specifically, the New Jersey Court cited Griswold v. Connecticut in 
which the US Supreme Court found the unwritten constitutional right of privacy to 
exist in the penumbra of specific guarantees of the Bill of Rights “formed by emana-
tions from those guarantees that help give them life and substance” [64]. In this 
context, the Quinlan court saw the issue to be the “claimed interests of the State … 
essentially the preservation and sanctity of human life” and the “defense of the right 
of the physician to administer medical treatment plan according to his best judg-
ment.” The court weighed Quinlan’s right to privacy against the state’s interest in 
preserving human life and defending the right of a physician to administer medical 
treatment according to his or her best judgment. Thus the NJ court determined that 
as the degree of bodily invasion increased and the prognosis for the patient’s recov-
ery worsened, the patient’s right to privacy increased and the state’s interest weak-
ened. In its analysis, the court deferred to the expertise of the medical profession 
with respect to prognosis and the initial presumption of entitlement to guardianship 
in the next of kin stating that “decision-making within health care if it is considered 
as an expression of a primary obligation of the physician, primum non nocere, 
should be controlled primarily within the patient-doctor-family relationship.” 
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Importantly, the NJ court also ruled that if the medical consensus determined that 
Quinlan had no reasonable possibility of recovery, and, after consultation with the 
family, they acted in accordance with the family’s wishes, then the physicians could 
not be subject to criminal or civil liability for that decision. The importance of the 
Quinlan case is that it laid the foundation and framework for the right of kin to speak 
on behalf of an incapacitated and incompetent critically ill family member on life 
support with no reasonable hope of recovery.

In Matter of Farrell, Judge Garibaldi wrote [65]:

Death comes to everyone. However, in our society, due to great advances in medical knowl-
edge and technology over the last few decades, death does not come suddenly or completely 
unexpectedly to most people. Instead, most people who die are under the treatment of 
health care professionals who are able to continue physical existence for human beings 
“even when most of our physical and mental capacities have been irrevocably lost.” While 
medical advances have made it possible to forestall and cure certain illnesses previously 
considered fatal, they also have prolonged the slow deterioration and death of some patients. 
Sophisticated life-sustaining medical technology has made it possible to hold some people 
on the threshold of death for an indeterminate period of time, “obfuscat[ing] the use of 
traditional definition of death.” Questions of fate have thereby become matters of choice 
raising profound “moral, social, technological, philosophical, and legal questions involving 
the interplay of many disciplines.” (internal citations omitted)

Nevertheless, the right to refuse life-sustaining medical treatment is not absolute. 
The state has at least four potentially countervailing interests in sustaining a per-
son’s life: preserving life, preventing suicide, safeguarding the integrity of the medi-
cal profession, and protecting innocent third parties [66].

The first “right-to-die” case to reach the US Supreme Court was the case of 
Nancy Cruzan. Cruzan was rendered incompetent as a result of severe injuries sus-
tained during an automobile accident. Cruzan’s parents and family sought the with-
drawal of artificial feeding and hydration after it became apparent that Cruzan had 
virtually no chance of recovering her cognitive faculties. The Supreme Court of 
Missouri held that, because there was no clear and convincing evidence of Nancy’s 
desire to have life-sustaining treatment withdrawn under such circumstances, her 
parents lacked authority for such a request. In the US Supreme Court, the common 
law doctrine of informed consent is viewed as generally encompassing the right of 
a competent individual to refuse medical treatment. The court ruling supported the 
idea that patients have a fundamental right to refuse life-sustaining treatments but 
added that states may regulate the circumstances under which life-sustaining treat-
ments may be withdrawn when the patient cannot speak on his or her own behalf.

The right to die a natural death, free of unwanted medical interventions, is not 
legally the same as the right to hasten one’s death. In Conroy, the NJ court decided 
that the value of life is not diminished through a decision to refuse medical treat-
ment but “by the failure to allow a competent human being the right of choice.” 
Thus, “[i]n cases that do not involve the protection of the actual or potential life of 
someone other than the decision-maker, the state’s indirect and abstract interest in 
preserving the life of the competent patient generally gives way to the patient’s 
much stronger personal interest in directing the course of his own life.”
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In Conroy, the court also explained that declining life-sustaining medical treat-
ment may not properly be viewed as an attempt to commit suicide. Refusing medi-
cal intervention merely allows the disease to take its natural course; if death were to 
eventually occur, it would be the result primarily of the underlying disease, and not 
the result of a self-inflicted injury.

 The Disenfranchised: Time for Circumstantial Reevaluation 
of Paternalism?

The concept of a healthcare proxy presumes that every patient will have someone 
available to speak on their behalf in the event that they become ill or incapacitated 
without a living will [67]. There is a presumption that every person has someone 
who cares about them enough to direct their healthcare, either as informed consent 
or informed refusal, so as to respect their wishes and their autonomy. However, not 
everyone does; the American Bar Association’s Commission on Law and Aging has 
estimated that approximately 4% of older adults constitute a group referred to as 
“the unbefriended elderly” – those patients who are unable to make decisions for 
themselves; have no advance directive, living will, or surrogate decision-maker; and 
also have no family or friends to speak on their behalf [68]. Variably those who have 
no one to speak on their behalf are also referred to as the “disenfranchised,” the 
“elder orphans,” or the “unrepresented.” The more common terminology is “unrep-
resented” patients defined as hospitalized patients who lack decision-making capac-
ity but have no advance directive and no one to serve as a legally authorized surrogate 
[69]; these patients have lost the capacity to make their own healthcare decisions 
and also do not have anyone who is authorized by law to make decisions so as to 
provide directions regarding their wishes for interventions, ongoing care, or resus-
citation. Although such labels arguably stigmatize individuals, these individuals are 
unarguably vulnerable.

However, despite the common assumption that patients who are hospitalized and 
have no surrogate decision-maker are friendless and alone, many patients actually 
have family member available but that family member was either unable or unwill-
ing to act as surrogate decision-maker or guardian [70]. The unbefriended popula-
tion also includes those who have outlived family members, immigrants (both 
documented and undocumented), transients, the mentally ill, and the homeless, and 
therefore, this population is rapidly increasing. Nonetheless, even in the event that 
an otherwise unbefriended individual has written advance directives, someone must 
bring those documents to the attention of healthcare providers and forcefully advo-
cate on the basis of the patient.

Although the exact prevalence of unrepresented patients remains unknown, a 
2006 study found that 16% of patients in the medical ICU of a metropolitan hospital 
lacked decision-making capacity and had no surrogate decision-maker [71]; 5.5% 
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of deaths in seven geographically diverse ICUs were unrepresented patients [72], 
and 3–4% of those living in nursing homes are unrepresented [73].

There is no standardized process for making healthcare decisions on the behalf 
of unrepresented patients. Guardianship is a legal tool that allows one person or 
entity to make decisions for another who is referred to as “the ward.” State laws 
vary with respect to mandatory appointment of a guardian to act on behalf of inca-
pacitated patients. In many states, there is only one legally authorized decision-
maker for unrepresented patients: a guardian ad litem who is appointed by a judge 
to make medical decisions [74]. The traditional court-appointed guardianship pro-
cess is lengthy and may take weeks or months depending on the jurisdiction, and 
court-appointed guardians are likely unfamiliar with the patient and may have little 
understanding of the healthcare or treatment issues. In addition, many critical 
healthcare decisions are necessary while patients are awaiting guardianship. 
Healthcare facilities may act as petitioner or assist a petitioner for guardianship in 
order to facilitate a treatment plan. In the event of an emergency, a probate court 
may appoint a temporary guardian, or an expedited temporary medical consent 
guardian, to act on the patient’s behalf until the court can appoint a permanent 
guardian.

Decisions to withdraw life support in the absence of guardianship or a legal sur-
rogate are often made by an ICU physician (with the concurrence of another physi-
cian) or the ICU team [75], decisions to write DNR orders were made mostly by the 
ICU physician and the medical team or the ICU physician with the concurrence 
another physician, and, less commonly, the DNR orders were written in conjunction 
with a hospital ethics committee or following petition for a court-appointed 
guardian.

Once again, state laws vary; however, for example, Georgia, state law provides a 
mechanism for decisions regarding resuscitation of unrepresented patients:

 (a) It shall be lawful for the attending physician to issue an order not to resuscitate pursuant 
to the requirements of this chapter. Any written order issued by the attending physician 
using the term “do not resuscitate,” “DNR,” “order not to resuscitate,” “no code,” or 
substantially similar language in the patient’s chart shall constitute a legally sufficient 
order and shall authorize a physician, health care professional, or emergency medical 
technician to withhold or withdraw cardiopulmonary resuscitation.

…
(e) If none of the persons specified in subsections (b), (c), and (d) of this Code section 
is reasonably available or competent to make a decision regarding an order not to resus-
citate, an attending physician may issue an order not to resuscitate for a patient, pro-
vided that:

(1)  Such physician determines with the concurrence of a second physician, in writing in 
the patient's medical record, that such patient is a candidate for nonresuscitation;

(2)  An ethics committee or similar panel, as designated by the health care facility, concurs 
in the opinion of the attending physician and the concurring physician that the patient 
is a candidate for nonresuscitation; and

(3)  The patient is receiving inpatient or outpatient treatment from or is a resident of a 
health care facility other than a hospice or a home health agency [76].
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Furthermore, under Georgia law, a “candidate for non-resuscitation” includes 
patients who based on a determination to a reasonable degree of medical certainty 
by an attending physician with the concurrence of another physician:

 (a) Has a medical condition which can reasonably be expected to result in the 
imminent death of the patient

 (b) Is in a noncognitive state with no reasonable possibility of regaining cognitive 
functions

 (c) Is a person for whom CPR would be medically futile in that such resuscitate 
will likely be unsuccessful in restoring cardiac and respiratory function or 
will only restore cardiac and respiratory function for a brief period of time 
so the patient will likely experience repeated need for CPR over a short 
period of time and so such resuscitation would be otherwise medically 
futile [77]

The legislative complexity, as it varies from state to state, is illustrated by 
New York State law which has continued to evolve. New York’s former DNR Law 
[78], which went into effect in 1988 and remained effective until 2010, stated, in 
relevant part, that a physician could write a DNR order for a patient who lacked 
capacity if he or she determined, among other circumstances, that resuscitation 
would be “medically futile,” another physician concurred, and a surrogate decision-
maker consented to the DNR order [79]; moreover, if a patient had no surrogate, the 
physician could write the DNR order based on medical futility without surrogate 
consent, with the concurrence of another physician [80]. In 2010, the passage of the 
Family Health Care Decisions Act (FHCDA) [81] repealed New  York’s former 
DNR Law with respect to DNR orders and made such decisions subject to FHCDA’s 
more general standards stating, in part, that:

treatment can be withheld (and therefore a DNR order can be issued) if the attending physi-
cian and another physician determine to a reasonable degree of medical certainty that:

(i) life-sustaining treatment offers the patient no medical benefit because the patient will 
die imminently, even if the treatment is provided; and

(ii) the provision of life-sustaining treatment would violate accepted medical stan-
dards [82].

In 2016, a proposed NY State Senate Bill, S4796, supported by the New York State 
Bar Association aimed to improve end-of-life decisions by clarifying that a physi-
cian can write a DNR order for a patient who lacks capacity, among other circum-
stances, when the attending physician finds that resuscitation would be “medically 
futile,” another physician concurs, and a surrogate decision-maker consents to the 
DNR order; and, if the patient has no surrogate, an attending physician, with the 
concurrence of another physician, could write the order based on medical futility in 
the absence of a surrogate [83].

In 2016, Colorado passed House Bill 1101 which stated, in relevant part, that:

• An attending physician may designate another willing physician to make health 
care treatment decisions as a patient's proxy decision-maker if:
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• After making reasonable efforts, the physician cannot locate any interested per-
sons, or none of the interested persons are willing and able to serve as proxy 
decision-maker;

• The attending physician has obtained an independent assessment of the patient's 
lack of decisional capacity by another health care provider;

• The physician has consulted with and obtained a consensus on the proxy desig-
nation with the medical ethics committee of the health care facility where the 
patient is receiving care; and

• The identity of the physician designated as proxy decision-maker is documented 
in the medical record.

• The authority of the proxy decision-maker terminates in the event that an inter-
ested person is willing to serve as proxy decision-maker, a guardian is appointed, 
the patient regains decisional capacity, the proxy decision-maker decides to no 
longer serve as the patient’s proxy decision-maker, or the patient is transferred or 
discharged from the facility, if any, where the patient is receiving care (unless the 
proxy decision-maker expresses his or her intention to continue to serve as proxy 
decision-maker).

• The act establishes guidelines to which an attending physician and proxy 
decision- maker shall adhere for proxy decision-making.

• When acting in good faith as a proxy decision-maker, a physician is not subject 
to civil or criminal liability or regulatory sanction [84].

• With respect to unrepresented patients who present for medical care, there is 
often a tacit or implied presumption of implied consent to treatment. Where there 
is an unequivocal lacking of reasonably conclusive evidence of unrepresented 
patients’ preferences the healthcare provider team has no basis upon which to 
make decisions respecting of a person’s autonomy and therefore must rely on a 
form of substituted judgement, or, arguably a form of paternalism. Although 
paternalism in its purest form represents a usurpation of a patient’s decision-
making power through the substitute one’s judgment for theirs, expressly for the 
purpose of promoting their welfare [85]. In the context of the unrepresented, 
there is no evidence to support a countervailing expression of autonomy, and 
therefore the pure definition of the term paternalism cannot apply. Once again, in 
the context of the unrepresented, unilateral decisions by healthcare providers on 
the behalf of the patient to further the goal of that patient’s best interests are bare 
human values judgments.1 Bare human values judgments do not represent uni-
versal truths but rather imply a shared norm of morality to justify what ‘should 
‘be done under a set of circumstances; this presupposes an absence of bias, con-
flict of interest, or coercion. Moral distress and a sense fairness must be opti-
mized within the healthcare team so that where the clinical team caring for the 
patient become the default decision makers for the unrepresented patient do not 
present an ethically troubling dilemma. The importance of the healthcare team 
and the considered buy-in of the team members, who are most intimately famil-

1 See Ozar, supra.
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iar with the patient’s clinical condition and course, cannot be over-emphasized; 
since those caregivers will have a perspective that is arguably superior even to 
that of an internal (ethics committee) or external (court-based) reviewer. 
Protection of the interests of the unrepresented, and other similar disenfranchised 
patients, will ultimately require a clinically, legally, and administratively accepted 
approach, which ensures “that (1) decision-making is not unduly delayed, (2) 
alternatives that may benefit the patient are fairly considered, and (3) patients are 
protected from decisions that may be harmful.” [86]

 Summary and Conclusions

Many would argue that there can never be a truly “informed” consent because of the 
enormous technological complexities of modern medicine and the significant gap in 
education, training, and experience between the patient and the provider. However, 
it is axiomatic that from a moral and ethical analysis, and certainly from a regula-
tory and legal perspective, informed consent for treatment is mandatory. Consent 
not only is a legal defense to battery but is a legal documentation of a patient’s 
understanding of and permission for medical care.
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Chapter 4
The Laws and Regulations Governing 
Hospitals and Healthcare Entities

James E. Szalados

 Introduction

American healthcare systems, hospitals, clinics, and other points of healthcare 
delivery are subject to a myriad of laws and regulations promulgated by federal, 
state, agency, and local entities. In general, regulation is largely intended to best 
ensure that patients receive safe, high-quality care, in facilities that are operated in 
a clean and safe fashion, by appropriately trained and supervised employees. 
Healthcare entities are subject to HIPAA, HITECH, EMTALA, HCQIA, Anti- 
Kickback and Stark, false claims, CLIA, OCR, human resources laws, and other 
regulation addresses in detail elsewhere in this text [see Chaps. 12, 13, 25, and 27]. 
The resultant administrative burden to healthcare entities is substantial and adds not 
only to the cost of American healthcare at every level from the entities’ operations, 
compliance programs, and governmental oversight and enforcement. At the present 
time, it is estimated that health systems, hospitals, and post-acute care providers 
(PACs) must comply with approximately 630 discrete federal regulatory require-
ments across nine domains, exclusive of intermittent compliance requirements such 
as antitrust and land use regulations; these include 341 hospital-related require-
ments and 288 PAC-related requirements. The American Hospital Association has 
described the array of regulations as “regulatory overload” and has estimated that 
the annual administrative cost of regulatory compliance to health systems, hospitals, 
and PACs and hospitals is approximately $39 billion [1]. The pace at which new 
rules and regulations are adopted and the sheer volume or verbiage of information 
within each rule make compliance challenging. The AHA also notes that an average 
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size community hospital must dedicate 59 full-time equivalents (FTEs) of person 
power to regulatory compliance, of which more than 25% are physicians and nurses; 
the regulation of PACs is more complex, requiring on average an additional 8.1 
FTEs to ensure compliance. The average-sized hospital spends nearly $760,000 to 
meet Meaningful Use (MU) administrative requirements annually, devotes 4.6 FTEs, 
more than 50% of whom are clinical staff, and spends approximately $709,000 
annually on the administrative aspects of quality reporting [1].

 The First Hospitals

The first institutions devoted specifically to the care of the injured, sick, and infirm 
were military hospitals which date to ancient antiquity, generally providing more 
comfort and care than treatment. Perhaps the earliest known civilian, or public, 
hospitals date to Sri Lanka to a period between 100 BC and 150 AD, described in 
the Sanskrit encyclopedia of medicine, the Compendium of Caraka. The Academy 
of Gondishapur was established as a hospital and center for medical education at 
Gundeshapur in Persia in the year 271 AD [2]. Early Christian and Islamic Hospitals 
were devoted to the care of lepers and the blind. In ancient Greece, temples dedi-
cated to the healer-god Asclepius were organized as centers of medical learning, 
care, and healing, frequently in the course of religious rituals and rites. A large 
number of hospitals were built in Italy during the thirteenth century, especially in 
Milan and Florence. Between years 1414 and in 1444, in Italy, the Padua hospital 
“San Francesco Grande” was founded with the specific purpose of caring for the 
sick and subsequently became an institution for the advancement of medical 
research and teaching.

Medieval “hospitals” were based in the notion of social charity. The societal 
obligation to care for its less-fortunate fellow citizens is a global construct found 
throughout history. Societies and cultures, united in such interest, raised resources 
necessary for the care of the disadvantaged through tithes (a proportion of one’s 
produce or earnings collected as a tax to support a religious organization) or through 
voluntary charitable contributions. Charitable care, through community donations 
of food, orphanages, and “poorhouses” were not specifically organized for the pur-
pose of caring for the sick, but rather to care for those who could not care for them-
selves, the homeless, the orphaned, the infirm, the elderly, and the sick. In England, 
medieval and Tudor-era laws established a legal duty to care for the disadvantaged. 
In general, benevolent care was provided through religious institutions, generally 
organized at the level of local congregations or parishes. With the advancement of 
medical science and training, medical rather than comfort goals became the focus of 
hospitals, which then also evolved into medical schools providing teaching and 
apprenticeships.

The evolution of hospitals in the Western world from charitable guesthouses to 
centers of scientific excellence has been influenced by a number of social and 
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cultural developments which include changes in our understanding of disease, eco-
nomics, geographic location, religion and ethnicity, socioeconomics, scientific and 
technological progress, and the perceived needs of society and the population [3]. 
Thus, “modern medicine is one of those extraordinary works of reason: an elaborate 
system of specialized knowledge, technical procedures, and rules of behavior. ... 
From a relatively weak, traditional profession of minor economic significance, 
medicine has become a sprawling system of hospitals, clinics, health plans, insur-
ance companies, and myriad other organizations employing a vast labor force. ... 
The history of medicine has been written as an epic of progress, but it is also a tale 
of social and economic conflict over the emergence of new hierarchies of power and 
authority, new markets, and new conditions of belief and experience” [4].

The first hospitals in the USA were probably the Bellevue Hospital (established 
in 1736 as the New York City Almshouse) and the Pennsylvania Hospital (jointly 
established in 1751 by Dr. Thomas Bond and Benjamin Franklin with the intent of 
caring “for the sick-poor and insane who were wandering the streets of 
Philadelphia”) [5].

Benjamin Franklin was instrumental in the founding of Pennsylvania Hospital in 
1751 [6]. Nonetheless, throughout the eighteenth and even into the early twentieth 
centuries in America, physicians’ offices were within their own homes, from where 
healthcare to the sick was delivered primarily at home; physicians visited patients at 
their homes where they performed surgery and deliveries at their homes and cared 
for the sick. Families and neighbors, as laypersons, would participate in the care of 
the sick and provide support to the families of the afflicted [7]. With the develop-
ment of industrialization and urbanization and the accompanying shifts in social 
structure, in the early eighteenth century, almshouses or poorhouses were estab-
lished to shelter and treat the indigent ill; and with the recognition of contagion, 
government-operated pesthouses segregated those who are at risk of spreading dis-
eases such as cholera or tuberculosis. General care was provided to the sick, but 
there was little ability or attempt to treat or cure. Therefore the role of physicians at 
such institutions was merely peripheral. Thus, for most of the nineteenth century, 
hospitals were places where the poor and the “insane” were sent to die. Moreover, 
almshouses were not intended strictly to provide medical care since they also pro-
vided custodial care to the poor and destitute [8]. The vast majority of the care 
provided at such institutions was by nurses and not physicians. Although such insti-
tutions were supported through the philanthropy of the wealthy and by religious 
organizations and to a lesser extent government funding, the wealthy did not utilize 
such institutions for their own healthcare; since the conditions were generally 
deplorable, the physicians were generally unskilled, and there was little hope of 
healing. Rather, the wealthy continued to be either cared for at home or at hospitals 
owned and established by more prominent physicians [9].

Nonetheless, scientific advances in asepsis, radiology, and pharmacology pro-
vided the framework for the early hospitals. Developments in medical science and 
technology both led to a widespread hope that some diseases could be cured and a 
need for more formal education for physicians. The germ theory of disease was 
published by Koch in 1861; in 1879 Toussaint identified bacteria in chicken, and in 
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1880 Pasteur identified bacteria as the cause of spread for infections. In 1847, the 
American Medical Association (AMA) was established as a professional member-
ship organization for physicians. Simultaneously, in 1847, Semmelweis proposed 
that handwashing was effective in reducing infections in obstetrical patients, and in 
1867 Lister published his work on antiseptic techniques using disinfectants. In 1895 
Roentgen took the first medical X-ray of his wife’s hand, and soon afterward radiol-
ogy became an accepted diagnostic technique. In the early twentieth century, 
through the establishment of a more standardized medical education, hospitals 
slowly became more accepted across socioeconomic classes, and the reputation of 
providers improved [10]. Through these developments, hospital infections dramati-
cally dropped and became safer and more accepted places for medical care. 
Hospitals became centers for clinical teaching and by the turn of the twentieth cen-
tury were recognized as places where medical care was provided for the entire com-
munity. Hospitals in the USA began to gain increasingly more credibility and 
respectability; by 1910, there were over 4000 acute bed hospitals in the USA.

The early education of physicians in the USA was largely by apprenticeship and 
later through small private medical schools with limited faculty and non- standardized 
curricula. Prior to the widespread implementation of educational reforms, medical 
training was highly variable and often considered inadequate [11]. The Carnegie 
Foundation for the Advancement of Teaching, commissioned in the Flexner Report, 
published in 1910, challenged the state of medical education at the time and pro-
vided a foundation for more standard criteria for the accreditation of medical 
schools, criteria for student admissions, standardization of curricula, and test-
ing [12].

In 1929, the Great Depression caused almost all privately financed hospital con-
struction in the USA to cease; and between the years 1928 and 1938, nearly 800 
hospitals closed, compounding access to healthcare. Subsequently, during the 1930s 
and 1940s, the ownership of the hospitals changed from physician-owned to church- 
related and government-operated. Charity remained a cornerstone for early hospi-
tals which were largely established and operated by religious organizations such as 
the Catholics, Jesuits, Methodists, and Baptists. However, wealthy donors were also 
instrumental in establishing hospitals such as the Massachusetts General Hospital 
and Johns Hopkins often as a means of both providing medical education and as a 
source of prestige.

 State Regulation of Hospitals and Healthcare Facilities

The source of the states’ power to regulate healthcare institutions is the “police 
power” derived from the Tenth Amendment of the US Constitution wherein states 
retain the “powers not delegated to the United States…” [13]. Thus, states are 
granted, by default, necessary powers to establish and enforce laws protecting the 
welfare, safety, and health of the public. The state also derives the authority to 
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regulate healthcare through the enforcement of the federal-state Medicaid program; 
however, the states’ authority under Medicaid is subject to federal authority.

In 1946, the Hospital Survey and Construction Act, better known as the Hill- 
Burton Act, was enacted by the US Congress and authorized federal grants, loans, 
and loan guarantees to assist states and communities in constructing acute care gen-
eral hospitals, special hospitals, nursing homes, public health centers, and rehabili-
tation facilities [14]. In its original form, the Act established a 5-year program 
authorizing $75 million annually for hospital construction. In order to be eligible for 
Hill-Burton funds, a hospital could be organized as either a public or not-for-profit 
entity. As a condition of funding, recipient facilities contracted, for a period of 
20 years, to be available to “all persons residing in the territorial area” of the facility 
and to make available “a reasonable volume of hospital services to persons unable 
to pay therefor” – two obligations termed, respectively, the “community service” 
and “uncompensated care” components of the Act. Thus, the Hill-Burton Act indi-
rectly established the first American program to fund healthcare to underserved areas.

In response to rising healthcare costs, the Social Security Amendment of 1972 
contained Section 1122, legislation intended as an oversight mechanism requiring 
states that participated in the Medicare capital reimbursement program to review 
and submit recommended capital expenditures to the Secretary of Health, Education, 
and Welfare for prior approval [15]. New York was the first state to enact a CON law 
in 1964. Congress enacted the National Health Planning and Resources Development 
Act’s (“NPHRDA”) Certificate of Need (CON) program in 1975 [16], in effect a 
precursor to the future state-based CON laws. The NHPRDA required states to cre-
ate State Health Planning and Development Agencies (SHPDA) to further develop 
and administer state-based CON programs and is therefore considered to represent 
the federal legislation which effectively required states to adopt CON laws. The 
NHPRDA was repealed in 1986; however, states continued to administer their CON 
statutes. CON laws are variably in effect in 36 states.

Certificate of Need (CON) laws are state regulatory mechanisms which, in brief, 
require that a state oversight or health planning agency approves the construction of 
healthcare facilities, expansion of facilities, and plans for major capital expenditures 
or service line expansions. CON laws generally intend to ensure access to health-
care resources, promote healthcare quality, control statewide healthcare costs 
through the avoidance of needlessly duplicative services, and ensure that services 
are aligned with the community need. Although New York State enacted the first 
CON program in the USA in 1964 as the state’s Metcalf-McCloskey Act, the current 
CON program is a product of the National Health Planning and Resources 
Development Act of 1974 which, inter alia, withheld federal funds from states that 
did not adopt CON laws. In 1986 Congress repealed the federal CON act, thereby 
eliminating federal incentives to states to maintain their CON programs. 
Subsequently, 15 states abolished their CON regulations; however, at present, 35 
states and Washington DC continue to operate their CON programs.

The term “reasonable volume” was not defined until 1979, where “not less than 
the lesser of (i) three percent of its operating costs for the most recent fiscal year for 
which an audited financial statement is available or (ii) ten percent of all Federal 

4 The Laws and Regulations Governing Hospitals and Healthcare Entities



80

assistance provided to or on behalf of the facility, adjusted by a percentage equal to 
the percentage change in the national Consumer Price Index for medical care 
between the year in which the facility received assistance or 1979, whichever is 
later, and the most recent year for which a published index is available” [17].

At the present time, there are approximately 300 Hill-Burton healthcare facilities 
nationwide; however, several states (such as Alaska, Indiana, Minnesota, Nebraska, 
Nevada, Rhode Island, Utah, and Wyoming) have no Hill-Burton healthcare facili-
ties [18]. In the wake of the COVID-19 pandemic, 22 states with existing CON laws 
repealed or suspended them all or in part, for indeterminate periods of time. 
Individual state statutes provide additional regulatory authority over the healthcare 
institutions within that state.

 The Joint Commission (on Accreditation 
of Healthcare Organizations)

The history of standardization of the quality of patient care in hospitals is widely 
credited to begin with a surgeon, Dr. Ernest Codman, who, in 1910, advocated that 
hospitals should be able to track the outcomes of every patient treated to determine 
if that treatment was effective and that reasoning led to the establishment of the 
American College of Surgeons. In 1917 following the Conference on Hospital 
Standardization, the American College of Surgeons formally established the 
Hospital Standardization Program, and in 1918, the College published a “Standard 
on Efficiency” in the Bulletin. The perceived need to extend the Hospital 
Standardization Program to include the American Hospital and medical arena soon 
became costly, and in 1951, the American College of Physicians, the American 
Hospital Association, the American Medical Association, and the Canadian Medical 
Association united with the American College of Surgeons to form the Joint 
Commission on Accreditation of Hospitals (JCAH). The Canadian Medical 
Association withdrew in 1959 to pursue its own standardization program, Canadian 
Council on Hospital Accreditation, and in 1970 published its Accreditation Manual 
for Hospitals. In 1965, the Medicare Act included a provision that hospitals accred-
ited by the Joint Commission were “deemed” to be in compliance with most of the 
Medicare Conditions of Participation (COP) for Hospitals and therefore were con-
sidered to meet the requirements for participation in the Medicare and Medicaid 
programs [19]. In 1987 the JCAH was renamed as the Joint Commission on 
Accreditation of Healthcare Organizations (JCAHO). In 2007 the JCAHO simpli-
fied its name to The Joint Commission (THC). Effective as of 2010, the Medicare 
Improvements for Patients and Providers Act of 2008 (MIPPA) removed the Joint 
Commission’s statutorily guaranteed accreditation authority for hospitals as it’s 
related to COP [20]. Nonetheless, despite statutory deference to accreditation by 
THC, CMS continues to require accreditation by a CMS-approved accrediting 
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organization or review by a state survey agency as a fundamental element of the 
Medicare COP [21].

THC continues to dominate the healthcare institution accreditation filed and 
accounts for greater than 80% of the accreditation market as the accrediting agency 
of choice for nearly all major hospital systems. To a large extent, THC domination 
is consumer-driven, based on marketing; it is also costly [22]. The effectiveness of 
THC accreditation as a surrogate for overall quality of care at any institution contin-
ues to be debated [23, 24]. For example, Barnett et al. found that patients admitted 
to hospitals during TJC survey weeks have significantly lower mortality than during 
non-survey weeks, particularly in major teaching hospitals [25]; and Lam et  al. 
found no evidence to indicate that patients choosing a hospital accredited by The 
Joint Commission confer healthcare benefits over choosing a hospital accredited by 
another independent accrediting organization [26].

THC accreditation is awarded upon successful completion of an onsite survey 
conducted by trained surveyors who assess an institution’s compliance to predeter-
mined and published standards. THC accreditation is generally awarded for a 3-year 
period; however, laboratory accreditation is a 2-year award.

In addition to TJC, numerous other American organizations perform accredita-
tion and establish standards with respect to healthcare delivery, including the 
National Committee for Quality Assurance (NCQA), the American Medical 
Accreditation Program (AMAP), the American Accreditation HealthCare 
Commission/Utilization Review Accreditation Commission (AAHC/URAC), the 
Accreditation Association for Ambulatory HealthCare (AAAHC), the Foundation 
for Accountability (FACCT), and the Agency for Healthcare Research and Quality 
(AHRQ). Furthermore, a newer accrediting organization, Det Norske Veritas and 
Germanischer Lloyd (DNV GL), also performs annual onsite inspections and 
accredits hospitals as well as specialized hospital programs such as stroke care.

As an alternative to Joint Commission accreditation, CMS-approved accredita-
tion, an acceptable substitute accreditation is through a survey conducted by a 
respective state survey agency, usually through the state Department of Health. 
Through a state survey venue, surveyors assess a hospital’s compliance with the 
Medicare Conditions of Participation (CoP) for all services, areas, and locations 
covered by the hospital’s provider agreement under its CMS Certification Number 
(CCN) in accordance with the CMS State Operations Manual (SOM) which out-
lines the CMS policies. For example, in New York State, the Division of Hospitals 
and Diagnostic and Treatment Centers (D&TCs) is under the statutory authority of 
Article 28, Section 3401 of the Public Health Law (PHL), and Title 10 of the 
New York Codes of Rules and Regulations (NYCRR), Section 405 which, in part, 
issues and oversees each facility’s Operating Certificate, the hospital license issued 
by the NYS Department of Health (DOH). In the State of New York, licensed acute 
care hospitals are therefore sometimes referred to as “Article 28 facilities” each 
identified by a unique number, the Permanent Facility Identifier (PFI), assigned to 
each hospital or clinic by the DOH. State health departments will also investigate 
complaints, issue citations, request a Plan of Correction (POC), and maintain a state 
database containing, for example, the demographic data of each hospital and the 
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number of complaint investigations completed during the previous year. Thus, spe-
cific compliance of hospitals with Medicare CoPs are actually monitored on behalf 
of the federal government by the respective state agency that licenses hospitals.

 Classification of Healthcare Institutions

The notion of healthcare facilities has evolved from the simple designation of “hos-
pitals” into a large array of institutions which have evolved with time to respond to 
patient and community needs and changes in healthcare markets, payment and 
reimbursement models, and federal and state regulations, laws, and mandates. In 
turn, with the evolution of various subtypes of healthcare instructions, the economic 
models, payment structure, and the regulatory landscape are adapted so as to main-
tain structural and quality oversight. Present-day hospitals are classified in many 
ways using a variety of criteria, for example, acuity or length of stay, number of 
beds, financial organization, ownership and control, academic status, or specializa-
tion. Examples of such designations may include, for example, public versus pri-
vate, general versus specialty (i.e., pediatrics, veterans, women’s health, psychiatric 
or mental health), for-profit versus not-for-profit, short-term versus long-term acute 
care hospitals, and academic versus community hospitals. Public hospitals are 
funded and owned by local, state, or federal governments. Private hospitals are 
owned by investors with a goal of profit, often concentrating services to one or a few 
service lines such as plastic surgery, cardiology, or neurosurgery. Increasingly, indi-
vidual hospitals are a part of a healthcare system. The American Hospital Association 
(AHA) reports that 67% of AHA member hospitals are part of health systems, the 
majority consisting of three to ten hospitals [27]. Nonetheless, the definition of what 
constitutes a healthcare system is highly variable; for example, the Dartmouth 
College Center of Excellence defines a health system as an organization that con-
sists of either at least one hospital plus at least one group of physicians (must include 
at least three primary care physicians) or more than one group of physicians; the 
National Bureau of Economic Research (NBER) Center of Excellence defines a 
health system based on the nature of the relationships between two or more health-
care provider organizations: (1) organizations with common ownership, (2) contrac-
tually integrated organizations (e.g., accountable care organizations), and (3) 
informal care systems, such as common referral arrangements; and the RAND 
Center of Excellence defines a health system as two or more healthcare organiza-
tions that are affiliated through shared ownership or a contractual relationship for 
payment and service delivery [28]. When a healthcare system also provides a form 
of insurance services to patients, it becomes an Integrated Delivery Network (IDN), 
which is then a formal system of providers and sites of care that provides healthcare 
services and a health insurance plan to a patient population. An IDN may vary in the 
scope of services it offers but can include, for example, acute care services, long- 
term health services, specialty clinics, primary care, and home care services, 
together with a plan of health insurance.
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At the turn of the twentieth century, hospitals were unregulated entities, which, 
together with physician’s offices, represented the cottage industry which was health-
care at the time. The earliest attempts at developing uniform standards for the orga-
nization and operation of hospitals were developed by the American College of 
Surgeons (ACS), first published as the “Minimum Standard” set circa 1918. The 
Minimum Standard requirements both challenged and changed the landscape of 
hospitals, medical staff, and teaching programs. In 1946 the Hospital Survey and 
Construction (Hill-Burton) Act required states to establish minimum standards for 
hospitals that were constructed through aid provided by the Act. In 1951 the ACS 
partnered with the American College of Physicians, AHA, and the American 
Medical Association (AMA) to form the Joint Commission on Accreditation of 
Hospitals (JCAH). The JCAH was created in 1951 to develop minimum health and 
safety standards for hospitals and subsequently to provide a uniform structure and 
methodology for the survey, review, and accreditation of US hospitals. In 1987, 
JCAH became the Joint Commission on Accreditation of Healthcare Organizations 
(JCAHO) based on its extended oversight of long-term care facilities, ambulatory 
healthcare, home care, hospice care, mental healthcare, and managed care organiza-
tions; and in 2007 the name was subsequently shortened to The Joint Commission 
(TJC). Nonetheless, widespread state oversight, regulations, and licensing standards 
for hospitals did not begin until the 1950s. Medicare was signed into law in 1965, at 
which time there remained wide variation in the application of Joint Commission on 
Accreditation of Hospitals (JCAH) standards and a substantial number of US hos-
pitals were not participating in the voluntary accreditation program administered by 
JCAH. Thus, the 1965 amendments to the Social Security Act which established 
Medicare also contained certain minimum requirements for hospitals, the Conditions 
of Participation (CoPs) which were first developed in 1965 by the Bureau of Health 
Insurance (BHI) of the Social Security Administration’s Medicare Bureau.

CMS defines a “hospital” as “an institution primarily services in providing, by or 
under the supervision of physicians, inpatient diagnostic and therapeutic services or 
rehabilitation services”. Facilities must meet the federal statutory definition of a 
hospital to participate in Medicare as a hospital, with the specific requirement that 
the hospital be primarily engaged in providing inpatient care. Hospitals must then 
meet CMS CoPs to be recognized by CMS as a hospital.

Federal rules and regulations regarding hospitals and healthcare facilities gener-
ally apply only to those which participate in federally funded payment programs, 
generally Medicare (“participating hospitals”), although nonparticipating hospitals 
may also be reimbursed through federal funds if certain conditions are met. Current 
federal standards for hospitals participating in Medicare are presented in the Code 
of Federal Regulations (CFR) as 24 separate CoPs which are presently 75 specific 
requirements or standards. The Bureau of Eligibility, Reimbursement and Coverage 
of the Health Care Financing Administration (HCFA) is charged with the responsi-
bility for the review and revision of CoPs. A separate unit within HCFA unit, the 
Bureau of Health Standards and Quality (HSQB), is responsible for the administra-
tion and enforcement of CoP standards. CMS recognizes that it is possible for a 
hospital to have multiple inpatient campuses and outpatient locations; however, then 
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the entire healthcare system must be certified since it is not permissible to certify 
only part of a participating hospital.

Under Section 1861 of the Social Security Act, hospitals that participate in 
Medicare must meet certain requirements as specified in the Social Security Act 
with the caveat that the Department of Health and Human Services (DHHS) may 
impose additional requirements as it deems necessary. Section 1865 of the Social 
Security Act provides that hospitals accredited by TJC or the American Osteopathic 
Association (AOA) are automatically ‘''deemed’” (“deemed status”) to meet all the 
health and safety requirements for participation; although both the federal condi-
tions and the Joint Commission standards also require hospitals to be licensed by 
their respective states.

 Critical Access Hospitals

Congress created the Critical Access Hospital (CAH) designation through the 
Balanced Budget Act of 1997 [29] in an attempt to reduce the financial vulnerability 
of rural hospitals and improve access to healthcare in rural settings. The Act also 
contained the Medicare Rural Hospital Flexibility Program (Flex Program) to sup-
port CAHs. In order to be eligible for CAH status, hospitals must in general meet at 
least the following conditions: (a) 25 or fewer acute care inpatient beds, (b) located 
more than 35 miles from another hospital, (c) maintain an annual average length of 
stay of 96 hours or less for acute care patients, and (d) provide 24/7 emergency care 
services. CAHs are designated by CMS. Financial incentives to CAHs include the 
following: (1) CAHs are paid for most inpatient and outpatient services to patients 
at 101% of reasonable costs; (2) Medicare does not include CAHs in the hospital 
Inpatient Prospective Payment System (IPPS) or the hospital Outpatient Prospective 
Payment System (OPPS); and (3) Medicare pays CAH services according to Part A 
and Part B deductible and coinsurance amounts and does not limit most of the 20% 
CAH Part B outpatient services copayment charges by the Part A inpatient deduct-
ible amount [30].

CAHs are eligible for participation in the 340B Drug Pricing Program, based in 
the Section 340B of the Public Health Service Act which requires pharmaceutical 
manufacturers participating in Medicaid to provide outpatient drugs at discounted 
prices to healthcare organizations which serve uninsured and low-income patients 
[31]. In addition to CAHs, the 340B program is also available to sole community 
hospitals (SCHs), rural referral centers (RRCs), and public and nonprofit dispropor-
tionate share hospitals (DSH). Through participation in the 340B program, these 
institutions can potentially achieve an average savings of 25 to 50% in pharmaceuti-
cal costs.

Medicare Critical Access Hospitals (CAHs) are certified under separate stan-
dards [32]. CAHs are a distinct type of provider with their own Medicare CoPs and 
also reimbursed under a separate payment method [33]. For example, CAHs are 
reimbursed by CMS for most inpatient and outpatient services to patients at 101% 
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of reasonable costs; they are not included in the Medicare hospital Inpatient 
Prospective Payment System (IPPS) or the hospital Outpatient Prospective Payment 
System (OPPS); and Medicare pays CAH services according to Part A and Part B 
deductible and coinsurance amounts. Nonetheless, although CAHs are treated dis-
tinctly by the CMS for purposes of accreditation and reimbursement, they are enti-
ties that are created by state designation [34]. A Medicare-participating hospital 
must meet the following criteria to be designated by CMS as a CAH:

• Be located in a state that has established a State Medicare Rural Hospital 
Flexibility program.

• Be designated by the state as a CAH.
• Be located in a rural area or an area that is treated as rural.
• Be located either more than 35 miles from the nearest hospital or CAH or more 

than 15 miles in areas with mountainous terrain or only secondary roads; OR 
prior to January 1, 2006, were certified as a CAH based on state designation as a 
“necessary provider” of healthcare services to residents in the area.

• Maintain no more than 25 inpatient beds that can be used for either inpatient or 
swing-bed services.

• Maintain an annual average length of stay of 96 hours or less per patient for acute 
inpatient care (excluding swing-bed services and beds that are within distinct 
part units).

• Demonstrate compliance with the CAH CoPs found at 42 CFR Part 485 subpart F.
• Furnish 24-hour emergency care services 7 days a week [35].

Nonetheless, a CAH may be granted “swing-bed” approval to provide post- 
hospital skilled nursing facility-level care in its inpatient beds, and, in addition, a 
CAH may also operate a psychiatric and/or a rehabilitation distinct part unit of up 
to ten beds each [35].

 Acute Care Hospitals

Although reasonably constant, there has been a slow but steady decline in the num-
ber of hospitals over the past decades, for a variety of reasons including insolvency 
as well as merger and acquisitions. At the time of this writing, based upon the most 
recent available data, there are approximately 6146 hospitals in the USA (7156 in 
1975) with approximately 924,000 hospital beds (1.5 million in 1975), accounting 
for 34.3 million hospital-reported admissions for year 2018. Hospital care accounts 
for approximately one-third of all healthcare costs, and the healthcare sector 
employs more than six million people in the USA [36].

The AHA classifies most hospitals in the USA to be community hospitals; of 
these, two-thirds are located in large cities. Community hospitals are sub-classified 
as (1) teaching or (2) non-teaching hospitals. Teaching hospitals are generally affili-
ated with a medical school, provider training program, or university or college and 
are active in teaching and training of healthcare professionals, conduct clinical 
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research, and usually provide complex and specialized care such as trauma, trans-
plant, and a wide array of specialty and subspecialty care [37]. Acute care hospitals 
are divided into hospitals which provide (1) short-term acute care or (2) long-term 
acute care. This classification of facilities is jointly governed by the federal and state 
statutes and regulations.

Short-term acute care hospitals (STACHs) are also referred to as a Short Stay 
Hospital (SSH). For example, NYS defines “acute care” as “inpatient general rou-
tine care provided to patients who are in an acute phase of illness, but not to the 
degree which requires the concentrated and continuous observation and care pro-
vided in the intensive care units of an institution” [38]. An acute care hospital may 
be defined as “any institution, place, building, or agency providing accommoda-
tions, facilities, and services over a continuous period of twenty-four hours or more 
for observation, diagnosis, or care of two or more individuals not related to the 
operator who are suffering from illness, injury, deformity, or abnormality, or from 
any other condition for which obstetrical, medical, or surgical services would be 
appropriate for care or diagnosis” [39]. For example, Connecticut Public Health 
Code (PHC) defines a short-term hospital as one “that has facilities, medical staff 
and all necessary personnel to provide diagnosis, care and treatment of a wide range 
of acute conditions, including injuries.”

On the other hand, a long-term acute care hospital (LTAC, LTCH, or LTACH) is 
a special type of hospital, certified as an acute care hospital, which is focused on the 
care of patients with complex acute medical issues which require intense, special 
treatment for a longer period of time, on average 25 days generally admitted to the 
LTACH from intensive care, or step-down intensive care, units in SSHs. LTACHs 
specialize in treating patients who may have more than one serious condition; often 
these are patients who have three to six concurrent active diagnoses or are patients 
who have suffered an acute episode on top of several chronic illnesses. Accordingly, 
LTACHs provide complex care such as mechanical ventilation via tracheostomies, 
complex respiratory therapy, dialysis, heart failure care, sepsis care with a need for 
long-term antibiotics, complex wound care, and subacute brain trauma care [40]. 
The diagnostic codes (DRGs) for such diagnoses, where the stay is prolonged, will 
generally result in an outlier payment to the STACH due to extensive resource con-
sumption; however, that outlier payment will usually not be sufficient to compen-
sate the STACH for the added costs of care, resulting in a loss to the institution both 
as a real loss (reimbursement lower than the cost of care) and also an opportunity 
cost (potential shortage of acute care beds for non-outliers). LTACHs are designed 
to deliver care for medically complex patients who were initially admitted to an 
STACH, at a lower overall cost than would be possible if the patients received their 
entire care in STACHs for the same duration. LTACHs may be affiliated with health-
care systems and hospitals or be managed by corporations or privately. LTACHs are 
different from Long-term care (LTC) facilities, which do not provide acute acre, are 
primarily custodial, and are discussed in detail below.
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 Long-Term Care Facilities

A Long-term care facility (LTC facility) can be defined as “A facility that provides 
rehabilitative, restorative, and/or ongoing skilled nursing care to patients or resi-
dents in need of assistance with activities of daily living” [41]. LTC facilities are a 
type of PAC. Long-term care facilities include skilled nursing facilities (SNF), nurs-
ing homes, rehabilitation facilities, inpatient behavioral health facilities, and long- 
term chronic care hospitals. LTC facilities are regulated jointly by CMS [42] and the 
states. LTC facilities are subject to CMS CoPs and Conditions for Coverage (CfCs).

In 1986 the Institute of Medicine (IOM) published recommendations intended to 
comprehensively and radically reform the regulations and thereby improve the qual-
ity of care provided in nursing homes [43]. These IOM recommendations were 
largely accepted by Congress, enacted through the Nursing Home Reform Act as 
part of the Omnibus Budget Reconciliation Act (OBRA) of 1987 and, subsequently, 
generally implemented by CMS. CMS has regulatory authority and responsibility 
for federal regulations regarding the CoPs which must be met by nursing homes in 
order to receive Medicare and Medicaid funding.

Most residents of LTC facilities are elderly, infirm, and likely to have one or 
more chronic health conditions and the average length of stay (ALOS) for a LTC 
resident is substantially longer than for acute care facilities. In addition, LTC resi-
dent are likely to be dependent on caregivers for activities of daily living (ADLs) 
such as transferring, eating, bathing, and toileting. In some cases, residents with 
debilitating injuries or progressive neurologic conditions will require continuous 
custodial care in a LTC facilty throughout their lifetime. Therefore, although 
patients in LTC are not acutely ill, they are nonetheless frail and pose significant 
challenges to caregivers. The recent rapid growth in litigation against LTFs which 
allege negligence in the care provided to LTC facility residents, despite intense fed-
eral and state regulations, suggests persistent quality challenges [44]. A review of 
nursing home litigation claims by Stevenson and Studdert found that state statutes 
(49%) and common law causes of action (36%) represented the primary legal bases 
of claims that more than half of claims nationwide involved deaths, followed in 
frequency by alleged harms that included pressure ulcers/bed sores, dehydration/
weight loss, and emotional distress. Notably, suit was brought most frequently by 
children of nursing home residents, followed by residents’ spouses and lastly by the 
residents themselves. Lastly, the authors found that 7.9% of claims reached trial 
with almost and that on national average 46.2% resulted in verdicts for the plaintiff. 
Importantly, the authors conclude that, on the basis of the rates and the outcomes of 
litigation in the nursing home sector, there are likely persistent issues regarding the 
quality of care in LTC facilities [45]. On the other hand, Studdert et al. later found 
an inverse relationship between nursing home performance on quality measures and 
litigation although the risk of litigation was only fractionally lower for the best- 
performing nursing homes as compared to their worst-performing counterparts [46].
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 Federal Oversight: CMS (Medicare and Medicaid)

The increasing availability of healthcare, the growth in the population, changes in 
lifestyle, and the costs of new technology created debate over access. Reinhardt and 
Relman framed the debate as follows:

We have a crisis in the private sector because employers can't continue adding the rising 
costs of their employees' health insurance to the price of their products without becoming 
non-competitive in world markets. And we have a crisis in the public sector because the 
government, having made a commitment to provide care for the poor and the elderly, is no 
longer willing to pay the bills, and local taxpayers are unwilling to pick up the slack. So, I 
don't think you help the public understanding of our dilemma by asserting that there is no 
“crisis.” The problem is that we want to have our cake and eat it too. We want more and 
better health care, but we don't have a system of paying for it that distributes the cost equi-
tably or assures equal access for all citizens [47].

 A Brief Overview of Medicare

Private health insurance in America became accepted in the 1930s and 1940s (9% 
of the population had some form of private health insurance in 1940) and by 1950 
more than half of the population (more than 40 million people) had some form of 
private insurance [48]. Legislative proposals for national health insurance appeared 
in 1943, 1945, and 1947, initially under the Roosevelts and subsequently under 
Truman, although such proposals did not pass into legislation. In 1965, President 
Johnson signed into law the bill that led to Medicare and Medicaid. Medicare [49] 
was established as a federally funded program to help provide healthcare for 
Americans age 65 and older. The original Medicare program included Part A (hos-
pital insurance) and Part B (medical insurance), and the budget for Medicare in 
1965 was approximately $10 billion. Medicare coverage became effective in 1966; 
and 19 million individuals enrolled in Medicare the first year of the program. 
Medicare eligibility requires the participant to have paid into the system through 
payroll taxes. Medicare is composed of four parts, titled A, B, C, and D. Part A 
provides coverage for inpatient hospital, skilled nursing, hospice, and home ser-
vices. Part B provides coverage for physician, laboratory, outpatient, preventive 
care, and other similar services. Medicare Part C or Medicare Advantage is a com-
bination of parts A and B. Part D provides coverage for prescription medications.

In 1972, President Nixon enacted legislation to expand Medicare coverage to 
include individuals under the age of 65 with long-term disabilities and individuals 
with end-stage renal disease (ERSD) requiring dialysis or kidney transplantation. 
The Omnibus Reconciliation Act of 1980 expanded home health services and cre-
ated Medigap, Medicare supplement insurance. In 1982, hospice services for the 
terminally ill were added to existing Medicare benefits. Arguably, as an indirect 
product of access to healthcare, American life expectancy increased from an aver-
age of 70.2 years in 1965 to 78.8 years in 2012 [50].
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Congress created the Medicare Part C program through the Balanced Budget Act 
of 1997. The Children’s Health Insurance Program (CHIP) was also created in 1997 
and provided health insurance and preventive care to, at the time, 11 million, or 1 in 
7, uninsured children largely from uninsured working families whose earnings dis-
qualified them from Medicaid eligibility. Today, all of the 50 states, the District of 
Columbia, and the territories have enacted CHIP plans.

The Medicare Prescription Drug, Improvement, and Modernization Act of 2003 
(MMA), private health plans approved by Medicare, became known as Medicare 
Advantage Plans sometimes termed “Part C” or “MA Plans” and also laid the foun-
dation for a prescription drug benefit designed for seniors and people with disabili-
ties on Medicare. Thus, the MMA subsequently expanded Medicare to include an 
optional prescription drug benefit, termed “Part D” which took effect in 2006.

In March of 2020, President Trump enacted a coronavirus emergency stimulus 
package, called the CARES (Coronavirus Aid, Relief, and Economic Security) Act, 
to provide expanded coverage expands for treatment and services for those affected 
by COVID-19. The CARES Act also broadened reimbursement for telehealth ser-
vices; Medicare certification for home health services provided by physician assis-
tants, nurse practitioners, and certified nurse specialists; and increased Medicare 
payments for COVID-19-related hospital stays and durable medical equipment.

 A Brief Overview of Medicaid

In 1960, Congress established the Kerr-Mills program (Public Law 86-778) which 
enabled federal grants to the states to pay for medical services for the medically 
indigent elderly. In 1965, the Child Health and Medical Assistance Act was submit-
ted for consideration to the 1965 federal legislative program. The Medical Assistance 
Program (Title XIX) commonly known as Medicaid was enacted as Title XIX of the 
Social Security Amendments of 1965 (Public Law 89-97), jointly funded by the 
states with federal matching funds, provides medical assistance to certain categories 
of the poor regardless of age and the chronically ill. Through the Medicaid program, 
low-income children have gained access to vaccinations and preventive and primary 
care; and elderly patients unable to afford Medicare premiums or long-term care 
have alternative options for healthcare. Medicaid eligibility for low-income families 
was linked to Aid to Families with Dependent Children (AFDC).

The growth in Medicaid enrollment and hospital caseload prompted states to 
develop alternative financing mechanisms, such as disproportionate share hospital 
(DSH) payments to help fund the state share of Medicaid spending at the hospital 
level. The Omnibus Budget Reconciliation Act of 1981 (OBRA-81) required states 
to provide hospitals with DSH payments to hospitals with higher Medicaid volumes.

Medicaid enrollment grew from 4 million in 1966 to exceed 33 million in 2000; 
throughout the same time period, per enrollee grew from $200 to more than $6000 
per enrollee per year. From less than $1 billion in 1966, Medicaid expenditures 
exceeded $200 billion in fiscal year (FY) 2000 [51]. Together, Medicare and 
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Medicaid serve nearly 25% of Americans and finance about $1 in every $3 that the 
nation spends on healthcare [52].

 The Centers for Medicare & Medicaid Services (CMS)

In 1965, at the inception of Medicare and Medicaid, the responsibility for the 
administration of Medicare fell under the Social Security Administration (SSA), 
and the administration of Medicaid fell under the aegis of the Social and 
Rehabilitation Service (SRS); both are organized under the Department of Health, 
Education, and Welfare (HEW). In 1977, the administrative responsibility for both 
Medicare and Medicaid programs was merged through the creation of the Health 
Care Financing Administration (HCFA) under the oversight of HEW. In 2001, the 
Centers for Medicare & Medicaid Services (CMS) was formally organized under 
the Department of Health and Human Services (DHHS). Although CMS is based in 
Maryland, it also has ten regional offices throughout the USA: in Boston, New York, 
Philadelphia, Atlanta, Dallas, Kansas City, Chicago, Denver, San Francisco, and 
Seattle.

In addition to CMS, important divisions of the HHS include the Office for Civil 
Rights which has administrative oversight for and enforcement authority over the 
Health Insurance Portability and Accountability Act (HIPAA) and the Health 
Information Technology for Economic and Clinical Health (HITECH) Act of 2009; 
the Office of Inspector General (OIG) which provides oversight and enforcement of 
violations of Medicare and Medicaid Integrity (false claims, Stark, self-referral) and 
also for the Centers for Disease Control and Prevention, the National Institutes of 
Health, and the Food and Drug Administration; the Office of the National 
Coordinator for Health Information Technology; the National Institutes of Health 
(NIH); and the Food and Drug Administration (FDA).

 Key Federal Regulations Affecting Acute Care Facilities

In addition to local and federal rules, regulations, laws, and ordinances which gov-
ern healthcare entities, additional important federal regulations and programs 
include:

 Constitutional Authority over Healthcare

The US Constitution does not make mention of the words “health,” “healthcare,” or 
“medical care,” and the US Constitution does not explicitly address either the right 
to healthcare or its regulation. The scope of Congressional powers is enumerated in 
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the Constitution. The authority of Congress legislate in the areas of health and 
healthcare derives from the enumerated powers set forth in Article I, Section 8 of the 
Constitution which states, in part, that “[t]he Congress shall have Power to lay and 
collect Taxes, ... to ... provide for the ... general Welfare of the United States.”

The Commerce Clause of the US Constitution states that “Congress shall have 
the Power… to regulate Commerce… among the several States…” [53]. 
Constitutional constructions of the Commerce Clause have resulted in expanded 
federal powers to regulate public health issues. Supreme Court interpretations of the 
Commerce Clause empowered the US Congress to regulate labor, agriculture, man-
ufacturing, and education. The federal government has the resources to survey the 
population’s health status and health needs, set policies and standards, pass laws and 
regulations, support biomedical and health services research, help finance and 
deliver personal healthcare services, and provide technical assistance and resources 
to state and local health systems [54].

Moreover, a legal doctrine called the “dormant Commerce Clause” may not only 
empower Congress to act, but it can also bar state and local actions that could inter-
fere with interstate commerce even when Congress has not acted. Thus, in effect, 
there is no constitutional provision to prohibit Congress from regulating inactivity 
when exercising its enumerated powers. Of course, legislation enacted under the 
Commerce Clause must be rationally related to a legitimate constitutional end, 
which in the case of healthcare is founded in the general welfare, conversely health-
care and health.

Since the Commerce mandate provides a reasonable foundation for Congressional 
regulation of healthcare, it bolstered through the Necessary and Proper Clause 
which provides that Congress shall have the authority “to make all Laws which shall 
be necessary and proper for carrying into Execution the foregoing Powers.”

 Administrative Procedure Law: Agency Structure and Function

Under the US Constitution, two distinct principles, separation of powers and due 
process, resulted in the development of the nondelegation doctrine, the theory 
that one branch of government may not delegate its own constitutionally autho-
rized power to another. However, with the need for administrative efficiency in an 
increasingly complex world, the courts found a contrast between the delegation 
of authority between branches of government and the delegation of authority to a 
public agency. Supreme Court Chief Justice Marshall recognized in the 1825 rul-
ing in Wayman v. Southard, that, although Congress may not delegate powers that 
“are strictly and exclusively legislative,” it may delegate “powers which [it] may 
rightfully exercise itself” [55]. The Court recognized that the administration of 
the law requires exercise of discretion and that “in our increasingly complex 
society, replete with ever changing and more technical problems, Congress sim-
ply cannot do its job absent an ability to delegate power under broad general 
directives” [56].
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Article I, Section I, of the US Constitution provides that all legislative power is 
vested in Congress; however, Congress may delegate legislative power to an admin-
istrative agency. Although the Constitution does not recognize agencies, the US 
Supreme Court accorded legitimacy to federal administrative agencies and empow-
ered them to enact rules, regulations, and standards that are binding to the same 
extent as statutes enacted by Congress. Thus, delegation of powers, under US con-
stitutional law, represents the transfer of a specific authority by one of the three 
branches of government (executive, legislative, and judicial) to another branch or to 
an independent agency. Justice Marshall distinguished between “important” sub-
jects, “which must be entirely regulated by the legislature itself,” and subjects “of 
less interest, in which a general provision may be made, and power given to those 
who are to act under such general provisions, to fill up the details” [55]. Through the 
delegation of powers doctrine, a regulatory agency is established by Congress, 
empowered by statute to exercise quasi-legislative authority over a specific segment 
of economic activity, such as healthcare, technology, communications, or transpor-
tation. The US Congress, for example, has created government agencies to which it 
has delegated authority to promulgate and enforce regulations pursuant to law. 
Agencies are thus empowered with quasi-legislative functions, executive functions, 
and quasi-judicial functions which allow them to regulate and oversee areas of 
administrative law, regulatory law, secondary legislation, and rulemaking. 
Regulatory agencies are empowered with broad powers to oversee activities within 
their designated field of jurisdiction, to enact laws and regulations, to investigate 
violations, and to enforce compliance [57].

The Administrative Procedure Act (APA) [58] is a federal statute which pre-
scribes the processes by which agencies may propose and enact regulations, empha-
sizing transparency and public input at each stage of rule enactment. The statute 
which confers authority to an agency is termed an “enabling statute.” Under the 
APA, administrative functions are categorized as either formal or informal rulemak-
ing or adjudication, all of which have binding effects on the field which is being 
regulated.

The term “rulemaking” refers to the “agency process for formulating, amending, 
or repealing a rule” [59]. The rulemaking process first requires publication of pro-
posed rules in the Federal Register, followed by a prescribed period of public notice 
and opportunity for comment, and subsequent publication of the final rule. A rule is 
defined to mean “the whole or a part of an agency statement of general or particular 
applicability and future effect designed to implement, interpret, or prescribe law or 
policy or describing the organization, procedure, or practice requirements of an 
agency” [60]. Finally, agencies must annually publish a “regulatory plan” or “work 
plan” in the Federal Register subsequently compiled within the Code of Federal 
Regulations (CFR).

The substantive standard for rulemaking by an agency is that the rules and regu-
lations must not be arbitrary or capricious and they must fall within the scope of 
statutory authority granted to the agency by Congress. The APA describes the 
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necessary procedures for agency rulemakings and adjudications, as well as stan-
dards for judicial review of final agency actions, and the DHHS, of which CMS is a 
part, is bound by the rulemaking process [61]. In general, the standard for judicial 
review of an agency’s rulemaking presents a formidable barrier to a substantive 
legal challenge. In estate of Smith v. Heckler, the Tenth Circuit Court of Appeals 
held that the “judiciary is not a ‘super agency’ controlling the affairs of an agency 
which is part of another branch of government” [62]. State legislatures empower 
state agencies under the respective state Administrative Procedures Acts of the indi-
vidual states.

Regulatory agencies have statutory authority to function with oversight, but their 
actions are also subject to legal review. Controversies arising from agency actions 
are adjudicated in Administrative Courts, by administrative law judges. Nonetheless, 
controversies generally favor agencies since courts accord deference agencies, with 
the presumption that agencies have sought and used specialized knowledge regard-
ing the technical aspects of the issues that they regulate. Agencies frequently work 
with panels of experts during the rulemaking process to define problems and regu-
late them.

The US Supreme Court has promulgated three standards of judicial deference to 
agency decisions: (1) under Chevron v. NRDC [63], courts will defer to agency 
interpretations of their enabling statutes unless they are unreasonable on their face; 
(2) under Auer v. Robbins [64], courts defer to an agency’s interpretations of its own 
regulations, even in the case of ambiguity; and (3) under Skidmore v. Swift [65], 
courts do not unconditionally defer to an agency’s interpretation, but rather give 
varying amounts of deference in recognitions of that agency’s expertise within a 
specific subject matter.

The classic legal test to guide the analysis of whether a court should defer to a 
ruling made by an agency in its interpretation of its enabling statute is derived from 
Chevron,1 in which the court’s opinion developed a two-part framework of review:

First, always, is the question whether Congress has directly spoken to the precise question 
at issue. If the intent of Congress is clear, that is the end of the matter; for the court, as well 
as the agency, must give effect to the unambiguously expressed intent of Congress. If, how-
ever, the court determines Congress has not directly addressed the precise question at issue, 
the court does not simply impose its own construction on the statute . . . Rather, if the statute 
is silent or ambiguous with respect to the specific issue, the question for the court is whether 
the agency’s answer is based on a permissible construction of the statute.

Federal (CMS) and state regulators function as administrative agencies and are 
therefore bound by the procedural requirements of the Administrative Procedures 
Act [66].

1 See Chevron, supra.
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 Diagnosis-Related Groups and the Prospective Payment System

Fee-for-service (FFS) reimbursement for healthcare services provided by physi-
cians represented a long-standing industry norm, especially within the private 
healthcare sector. With greater access under the Medicare and Medicaid programs, 
the rising costs of healthcare served as an impetus for cost containment strategies. 
Health maintenance organizations (HMOs) were incepted ion the 1960s. Under the 
HMO model, the HMO receives a flat per person per month amount for which it 
provides all necessary health. The fee cap was thought to provide an incentive to 
providers to provide diagnostic and treatment services as efficiently as possible. In 
1985, HCFA began to encourage the development of health maintenance organiza-
tions (HMOs) to provide Medicare coverage to enrolled beneficiaries.

The Medicare risk program became operational in 1985 under the Tax Equity 
and Fiscal Responsibility Act (TEFRA) of 1982 (Public Law 97-248) and allocated 
responsibility to HMOs for the provisions of Medicare-covered services to benefi-
ciaries in return for a capitated payment. In addition to the objective of cost control, 
additional goals of the HMO program included the following: (1) more efficient 
healthcare with improved healthcare quality and (2) to provide Medicare benefi-
ciary access to the same range of choices of healthcare delivery systems available to 
the non-Medicare population. At its inception, HCFA set the capitation payment to 
an HMO, on behalf of an enrolled beneficiary, at 95% of HCFA’s actuarial estimate 
of the average amount that HCFA would spend in FFS reimbursements on a typical 
Medicare beneficiary a particular geographically defined county [67].

The Medicare Inpatient Prospective Payment System (IPPS) was introduced in 
1983. The IPPS classified each patient’s hospital admission into a diagnostic cate-
gory (DRG) on the basis of the documentation in the medical record which trans-
lates into an International Classification of Diseases (ICD) nomenclature; then, 
extraction of additional data from the record is used to define a Medicare Severity- 
Adjusted Diagnosis-Related Group (MS-DRG) based on data including (a) the 
principal diagnosis, (b) complications and comorbidities (secondary diagnoses), 
(c) surgical procedures required during the admission, (d) age, (e) gender, and (f) 
discharge destination (routine, transferred, or expired). The assignment of an 
MS-DRG is calculated by computer through the use of a program known as the 
“grouper” designed for use by hospitals and Medicare Administrative Contractors 
(MACs). Using the MS-DRG, CMS pays hospitals by a predetermined fee sched-
ule, although allowances are made for patients who incur exceptionally length of 
stay or costs (“outliers”). Each MS-DRG is assessed annually by CMS for its rela-
tive weight, which is indexed to the relative costs for treating patients with that 
MS-DRG during the prior year; this ratio is published annually in the Federal 
Register for each MS-DRG. The average MS-DRG weight for a hospital’s Medicare 
admission is referred to as the Case Mix Index (CMI) which indicates the severity 
of illness for a hospital’s patient population. In 2007, CMS revised its method of 
calculating relative weights, so as to base relative weights on allocated costs instead 
of charges.
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DRG reimbursement affects only facility, not professional fee reimbursement. 
Traditionally, Medicare reimbursement was based on a payment methodology of a 
provider’s customary, prevailing, and reasonable charges. In 1989, the Omnibus 
Budget Reconciliation Act (OBRA) of 1989 implemented the Medicare fee sched-
ule which effectively changed the basis for physician reimbursement from charges 
to relative values that reflected the costs of resources consumed during patient care 
for a specific condition. The basis for Medicare reimbursement became the relative 
value unit (RVU) based on three categories of resources: (a) physician work, (b) 
practice expense (PE), and (c) malpractice (MP) expense. The Medicare Physician 
Payment Schedule also incorporates, and annually updates, geographic adjustments 
to reflect the variations in the costs of furnishing services in a specific geographic 
area using three factors: (a) the resource-based relative value scale (RBRVS), (b) the 
geographic practice cost indexes (GPCI), and the monetary conversion factor.

 Hospital Readmissions Reduction Program (HRRP)

Readmissions after inpatient hospitalizations are common, costly, and in many 
cases potentially preventable. In 2009, a review of Medicare beneficiaries observed 
that 19.6% patients were readmitted within 30 days of discharge, and Medicare was 
paying more than $17 billion annually on unplanned rehospitalizations [68]. The 
Hospital Readmissions Reduction Program (HRRP), an initiative required under 
Section 3025 of the Affordable Care Act (2012), is a Medicare value-based purchas-
ing (VBP) program that requires the Secretary of the Department of Health and 
Human Services (HHS) to implement a reduction in payments, or impose financial 
penalties, upon hospitals with excess readmissions for defined conditions or proce-
dures: (1) acute myocardial infarction (AMI), (2) chronic obstructive pulmonary 
disease (COPD), (3) heart failure (HF), (4) pneumonia, (5) coronary artery bypass 
graft (CABG) surgery, and (6) elective primary total hip arthroplasty and/or total 
knee arthroplasty (THA/TKA) [69]. In addition, the twenty-first Century Cures Act 
directs CMS to assess a hospital’s performance relative to other similar hospitals. 
The intent of the HRRP is to improve communication and care coordination between 
hospitals, caregivers, and patients so as to improve discharge planning, reduce 
avoidable readmissions, improve the quality of hospital care, and decrease utiliza-
tion costs due to readmissions. As of 2017, of the participating sites, the CBOs 
demonstrated lower readmission rates and Medicare Part A and Part B expenditures 
as compared with comparable nonparticipants [70].

A “readmission” is defined as the admission of a patient to the same hospital 
from which the patient was discharged or to another hospital within a time period 
specified by the Secretary from the date of the patient’s discharge.

At present, CMS includes the following six condition−/procedure-specific 
30-day risk-standardized unplanned readmission measures in the program: (1) acute 
myocardial infarction (AMI), (2) chronic obstructive pulmonary disease (COPD), 
(3) heart failure (HF), (4) pneumonia, (5) coronary artery bypass graft (CABG) 
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surgery, and (6) elective primary total hip arthroplasty and/or total knee arthroplasty 
(THA/TKA) [71]. Those hospitals with relatively high readmission rates for patients 
with these conditions have Medicare payments adjusted by the greater of a “ratio” 
or a “floor adjustment factor.” Hospitals are also mandated to publish their hospital 
readmission rates on the Hospital Compare website.

Readmissions or rehospitalizations among Medicare beneficiaries have been 
repeatedly demonstrated to be prevalent and associated with poor quality of care 
outcomes and significant financial costs [72]. Historical data has shown that nearly 
20% of all Medicare discharges had a readmission within 30 days [68], 12% of 
readmissions are potentially avoidable, and that prevention of as few as 10% of 
these readmissions could save Medicare $1 billion [73]. The Community-based 
Care Transitions Program (CCTP), created under Section 3026 of the ACA, launched 
in 2012, was developed as a system to test models for improving care transitions and 
reducing readmissions.

 The Hospital Value-Based Purchasing (VBP) Program

Intuitively, in any enterprise costs can generally be trimmed without impacting 
quality; however, beyond a point, costs begin to impact quality. The goal of value- 
based care is the advancement of healthcare quality while increasing patient access 
and while keeping reimbursement constant. CMS developed several models of 
value-based care, each with a phase-in period, first associated with incentive pay-
ments and subsequently with penalties for nonperformance. Value-based purchas-
ing (VBP) is a program that increases the accountability of healthcare providers for 
both the cost and quality of care.

The Hospital VBP Program was established to reward acute care hospitals with 
incentive payments, as payment adjustments under the Inpatient Prospective 
Payment System (IPPS) as an incentive for achieving higher quality of care pro-
vided in the inpatient hospital setting. The Hospital VBP Program incentivizes the 
(1) elimination of or reducing the incidence of healthcare errors’ adverse events, (2) 
adoption of evidence-based care standards and protocols in order to obtain the best 
outcomes for Medicare patients, (3) the incentivization of hospitals to develop pro-
cesses to improve patient experience (patient satisfaction scores), (4) improved 
transparency of care quality, and (5)

a recognition that hospitals that provide high-quality care at a lower cost to 
Medicare should be rewarded for performance [74]. VBP programs depend on three 
main factors: the external environment, provider characteristics, and program fea-
tures. The external environment of VBP includes factors such as the regulatory envi-
ronment, payment policies, patient treatment preferences, and compliance with 
prescribed care. Provider characteristics important to VBP include structure of the 
healthcare system, leadership commitment, the organizational culture, available 
resources and capabilities (including information technology), and demographics of 
the population served. Program features which impact VBP include the targeted 
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patient population, program goals, the metrics used, financial incentives, and risk 
structure [75].

In 2015, based on early success, DHHS announced their intent to tie 85% of all 
traditional Medicare payments to quality or value by 2016 and 90% of payments by 
2018. With the passage of the Accountable Care Act, a voluntary program of “pay- 
for- reporting” evolved into the “pay-for-performance” (P4P) Physician Quality 
Reporting System (PQRS) program which instead imposed penalties for not report-
ing quality data [75]. P4P was later extended to performance-based penalties and 
bonuses through implementation of the Value-Based Payment Modifier (Value 
Modifier) [76].

The Hospital VBP Program incentivizes performance through measures of qual-
ity, efficiency, patient experience, and safety. The Medicare Access and CHIP 
Reauthorization Act of 2015 (MACRA) was signed into law in 2015 and created the 
Quality Payment Program that created the Merit-Based Incentive Payment System 
(MIPS); repealed the long-standing, unsuccessful Sustainable Growth Rate (SGR) 
formula for Medicare; and allocated bonus payments for participation in eligible 
alternative payment models (APMs) [77].

Hospital VBP indicators include (a) the elimination or reduction of adverse 
event, (b) the adoption of evidence-based care standards and protocols in order to 
obtain optimal patient outcomes, (c) the development of processes which improve 
patient experience, (d) methods to increase the transparency of care quality, and (e) 
recognition of those hospitals which provide high-quality care at a lower cost [78]. 
The quality domain measures are weighted each year; for the year 2020, (i) clinical 
outcomes (25%), (ii) person and community engagement (25%), (iii) safety (25%), 
and (iv) efficiency and cost reduction (25%).

 The Medicare Access and CHIP Reauthorization Act 
(MACRA) of 2015

The Medicare Access and CHIP (Children’s Health Insurance Program) 
Reauthorization Act of 2015 replaced the Sustainable Growth Rate formula as a 
means of updating Medicare physician compensation. MACRA revised the reim-
bursement formula for physicians and providers under the Quality Payment Program 
(QPP) which linked Medicare Part B payment to measures of quality and resources 
use and adoption of Certified EHR Technology (CEHRT). The Merit-Based 
Incentive Payment System (MIPS) was a key component of the MACRA Quality 
Payment Program (QPP) which was more popular for the first performance year. 
Under MIPS, the Meaningful Use (MU) Medicare incentive program, Physician 
Quality Reporting System (PQRS), and the Value-Based Modifier (VBM) program 
will be consolidated into one program. MACRA represents a financial incentive for 
hospitals to make providers adopt advanced Alternative Payment Models (APMs) 
allowing hospital-based providers to participate in shared savings and incentives, 
possibly though a Professional Services Agreement (PSA) although hospitals will 
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also be in a position to leverage MACRA to incentivize the quality of care provided 
by employed providers.

 Hospital-Acquired Condition (HAC) Reduction Programs

The Hospital-Acquired Condition (HAC) Reduction Program (HACRP) is a 
Medicare pay-for-performance program. Value-based purchasing is a form of pay- 
for- performance, which, in turn, is a tiered system of reimbursement based on pro-
vider or entity performance as based in established quality metrics [79]. The ACA 
established the HAC Reduction Program under Section 1886(p) of the Social 
Security Act to link Medicare payments to healthcare quality in the inpatient hospi-
tal setting beginning in 2015. CMS established a scoring methodology used to rank 
hospitals based upon their performance with respect to risk-adjusted HAC quality 
measures. The worst-performing hospitals which fall into a rank (scores greater 
than the 75th percentile of all Total HAC Scores that is in the lowest quartile-based 
on their HAC score) are subject to a 1% reduction in their total Medicare reimburse-
ments. HACs are divided into two domains: (1) Domain 1 represents the Agency for 
Healthcare Research and Quality (AHRQ) composite Patient Safety Indicators 
(PSI) 90 scores, and (2) Domain 2 is composed of the Centers for Disease Control 
and Prevention’s (CDC) National Healthcare Safety Network (NHSN) measures.

The CMS PSI 90 measure is represented by the following ten CMS PSI compo-
nent measures [80]:

• PSI 03 – Pressure Ulcer Rate
• PSI 06 – Iatrogenic Pneumothorax Rate
• PSI 08 – Inhospital Fall with Hip Fracture Rate
• PSI 09 – Perioperative Hemorrhage or Hematoma Rate
• PSI 10 – Postoperative Acute Kidney Injury Requiring Dialysis Rate
• PSI 11 – Postoperative Respiratory Failure Rate
• PSI 12 – Perioperative Pulmonary Embolism or Deep Vein Thrombosis Rate
• PSI 13 – Postoperative Sepsis Rate
• PSI 14 – Postoperative Wound Dehiscence Rate
• PSI 15 – Unrecognized Abdominopelvic Accidental Puncture/Laceration Rate

Domain 1 constitutes 35% of the total score and is solely based on the Agency 
for Healthcare Research and Quality’s (AHRQ) Patient Safety for Selected 
Indicators (PSI) 90 composite measure. The scores for the PSIs from 1–12 are allo-
cated on a 110 basis, where a score of 1 indicates the best performance and a score 
of 10 indicates the worst performance.

CDC NHSN is represented by the following hospital-associated infections (HAI) 
measures [80]:

• Central line-associated bloodstream infection (CLABSI)
• Catheter-associated urinary tract infection (CAUTI)
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• Surgical site infection (abdominal hysterectomy and colon procedures) (SSI)
• Methicillin-resistant Staphylococcus aureus (MRSA) bacteremia
• Clostridium difficile infection (CDI)
• Total HAC Score
• Payment Reduction Indicator

Domain 2 accounts for the remaining 65% of the total score and consists of an 
average of two intensive care unit-based nosocomial infections: central line- 
associated bloodstream infections (CLABSI) and catheter-associated urinary tract 
infections (CAUTI).

Nonetheless, there is a controversy regarding the effectiveness of the HACRP 
program since there is data to suggest that minority-serving hospitals are being dis-
proportionately penalized [81] and because of the sensitivity of the HACRP penal-
ties to small changes in performance and correlation of the HACRP score with 
hospital characteristics also potentially challenges the validity of the HACRP mea-
sure and method of risk adjustment [82].

 Patient Safety and Quality Improvement Act (PSQIA) of 2005

The Patient Safety and Quality Improvement Act (PSQIA) protects healthcare 
workers who report unsafe conditions [6]. Legislators created the law to encourage 
the reporting of medical errors while maintaining patients’ confidentially rights. To 
ensure patient privacy, the HHS levies fines for confidentially breaches. The law 
also authorizes the Agency for Healthcare Research and Quality (AHRQ) to publish 
a list of patient safety organizations (PSOs) that record and analyze patient safety 
data. The Office for Civil Rights (OCR) enforces the law among national healthcare 
facilities. The regulation implementing the Patient Safety and Quality Improvement 
Act of 2005 (PSQIA) was published on November 21, 2008, and became effective 
on January 19, 2009.

 Compliance with Healthcare Regulations

Healthcare compliance (“compliance” or “corporate compliance”) is a critical 
administrative function in all highly regulated industries, such as healthcare, bank-
ing, charitable not-for-profits, finance, universities, and government contractors. 
The many government agencies that regulate healthcare will necessarily approaches 
its regulatory framework based upon its own area of control; for example, the Drug 
Enforcement Administration (DEA), the Food and Drug Administration (FDA), the 
Occupational Safety and Health Administration (OSHA), the Equal Employment 
Opportunity Commission (EEOC), and the Department of Health and Human 
Services (HHS) Office of Inspector General (OIG) will each focus on an area of 
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regulation – the corporate compliance program must ensure compliance with all 
regulations. The purpose of a compliance program is to align administrative prac-
tices within an institution with the relevant internal and external rules, regulations, 
law, and policies. Compliance is not only a good practice for legal, ethical, and 
strategic reasons but is also mandated by law. The Deficit Reduction Act of 2005 § 
6032 required all Medicaid providers receiving $5 million a year or more to have an 
effective compliance program [83]. The HHS Office of Inspector General (OIG) has 
published guidelines on the development of model corporate compliance programs 
[84]. Federal Sentencing Guidelines allow for reduced penalties for those organiza-
tions which have enacted an “effective” corporate compliance program [85]. The 
seven components of an effective program as defined in the Guidelines are (1) stan-
dards and procedures, (2) oversight responsibilities, (3) employee training, (4) mon-
itoring and auditing, (5) reporting systems, (6) enforcement and discipline, and (7) 
response and prevention [86].

The governing body (BOD) of a healthcare organization is responsible for the 
conduct of the organization and bears responsibility for a healthcare organization’s 
compliance or lack of compliance. Thus, the healthcare compliance program neces-
sarily reports directly to the BOD. The oversight and review of compliance program 
functions by a BOD include the (1) roles of, and relationships between, the organi-
zation’s audit, compliance, and legal departments; (2) mechanism and process for 
issue-reporting within an organization; (3) approach to identifying regulatory risk; 
and (4) methods of encouraging enterprise-wide accountability for achievement of 
compliance goals and objectives [87].

 Antitrust

Antitrust litigation involving hospitals has been common and is increasingly com-
mon in the setting of current healthcare market consolidations including practice 
acquisitions and merger and acquisition activities. In the perspective of antitrust 
laws, healthcare institutions and medical practices are business firms which are 
engaged in the economic activity of providing medical services. Modern antitrust 
law focuses on corporate behavior and not business objective. The Department of 
Justice (DOJ) notes that “competition in the healthcare industry benefits consumers 
because it helps contain costs, improve quality, expand choice, and encourage inno-
vation. The Antitrust Division enforces the antitrust laws in healthcare to protect 
competition and to prevent anticompetitive conduct” [88]. The USA has enacted 
three major federal antitrust laws: (1) the Sherman Antitrust Act of 1890, (2) the 
Clayton Act of 1914, and (3) the Federal Trade Commission Act of 1914 [89].

Section 1 of the Sherman Act prohibits all contracts, combinations, and conspira-
cies that unreasonably restrain interstate commerce and foreign trade, including 
agreements among competitors to fix prices, rig bids, and allocate customers, prac-
tices which are punishable as criminal felonies. Section 2 of the Sherman Act makes 
it a crime to monopolize any part of interstate commerce. An unlawful monopoly 
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exists when one firm controls the market for a product or service, and it has obtained 
that market power, not because its product or service is superior to others, but rather 
through abusive suppression of competition with anticompetitive conduct. The “rule 
of reason” is a judicial doctrine of antitrust law which states that a practice is in 
violation the Sherman Act only if the practice is an unreasonable restraint of trade, 
based on economic factors.

The Clayton Antitrust Act is a civil (as opposed to criminal) statute which, in 
Section 7, prohibits mergers or acquisitions that are likely to substantially lessen 
competition and are likely to increase prices for consumers. The Robinson-Patman 
Act [90] is a federal law which was enacted in 1936 as an amendment to the Clayton 
Act to prevent price discrimination in interstate commerce or the charging of differ-
ent prices to equally-situated distributors, when the effect of such sales is to reduce 
competition and may give favored customers an advantage in the market unrelated 
to their actual efficiency. The Robinson-Patman Act has been invoked, generally 
unsuccessfully, against health maintenance organizations (HMOs) because of a 
broad exception to the prohibition against price discrimination when one of the 
sales is made to any of certain entities listed in the Nonprofit Institutions Act. The 
Celler-Kefauver Act further amended the Clayton Antitrust Act through prohibition 
of practices that would reduce market as a result of the asset acquisitions, or merg-
ers, to prevent vertical and conglomerate mergers that would limit competition. The 
Federal Trade Commission Act created the Federal Trade Commission and as a civil 
statute reiterated the prohibition against unfair methods of competition in interstate 
commerce, intended to monitor and regulate any “unfair or deceptive” trade prac-
tices. The FTC and the Department of Justice are the enforcers of antitrust laws in 
the USA.

The Hart-Scott-Rodino Act requires certain types of mergers and consolidations, 
where party acquiring has total assets or annual net sales of more than $100 million 
and the acquired party has total assets or annual net sales of more than $10 million, 
to be reported to the FTC or the Department of Justice (DOJ) before the transaction 
occurs [91].

 The Emergency Medical Treatment and Active Labor Act

In 1986, the Emergency Medical Treatment and Active Labor Act (EMTALA) [92] 
was enacted by Congress as part of the Consolidated Omnibus Reconciliation Act 
(COBRA) with the intent of both ensuring access to emergency medical care and to 
deter the then-prevalent practice of “patient dumping” [93] by which uninsured 
patients were transferred from private to public hospitals, solely for financial rea-
sons, without consideration of their medical stability. Although EMTALA applies 
only to facilities which participate in Medicare, it thus applies to over 98% of all US 
hospitals.

EMTALA-participating hospitals with Emergency Departments (EDs) must 
screen and treat the emergency medical conditions of all the patents who present 
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there for care in a nondiscriminiatory manner, regardless of their ability to pay, 
insurance status, national origin, race, creed, or color. EMTALA imposes three dis-
tinct legal duties on Medicare- participating hospitals: (1) the duty to perform a man-
datory medical screening examination (MSE) on all patients who present for 
medical care in order to determine whether an emergency medical condition (EMC) 
exists; (2) if an EMC is determined to exist, the patient must either be stabilized 
medically in accordance with the hospitals’ capabilities or transferred to another 
hospital with the requisite capabilities; and (3) hospitals with specialized capabili-
ties or facilities (such as trauma centers or burn units) are required to accept trans-
fers of patients in need of such specialized services if they have the capacity to 
treat them.

Obligations under EMTALA are considered to arise when an individual first 
presents to the ED, more specifically, when an individual first arrives on hospital 
property. However, under some circumstances, EMTALA obligations may be trig-
gered before the patient’s actual arrival; for example, in those instances where a 
patient is en route and the ED has been previously been notified of the patient’s 
pending arrival [94]. EMTALA prohibits a hospital or its staff from delaying a 
screening examination or the initiation of stabilizing care “in order to inquire about 
the individual’s method of payment or insurance status,” although the collection of 
basic demographic information prior to the MSE is considered acceptable [95]. The 
term “individual” has been interpreted to refer to any person with a potential EMC 
who presents for care regardless of whether that person is a Medicare patient or 
even a US citizen. EMTALA further defines an EMC as “[a] medical condition 
manifesting itself by acute symptoms of sufficient severity such that the absence of 
immediate medical attention could reasonably be expected to result in—(1) [p]lac-
ing the health of the individual . . . in serious jeopardy; (2) [s]erious impairment to 
bodily functions; or (3) [s]erious dysfunction of any bodily organ part” [96]. The 
transfer protocol of patients requires that the referring hospital (1) provides ongoing 
care within its capability until transfer to minimize transfer risks, (2) provides cop-
ies of medical records, (3) confirms that the receiving facility has space and quali-
fied personnel to treat the condition and has agreed to accept the transfer, and (4) 
ensure that the transfer be made with qualified personnel and appropriate medical 
equipment. In general patients may be reasonably transferred when the treating phy-
sician, in his or her best judgment, documents that the benefits of transfer outweigh 
the risks and accepting facility and provider are identified and the transfer is con-
ducted with appropriate equipment and personnel. In the event that the patient is not 
transferred, and the hospital instead accepts the patient as an inpatient for further 
treatment, the obligations under EMTALA are considered met [97].

EMTALA also governs obligations for on-call providers, including generalists 
and specialists. EMTALA requires healthcare facilities to maintain a list of physi-
cians who are on call, as either treating or consulting physicians. On-call physicians 
may provide consultation by telephone, video conferencing, or any other reasonable 
means of communication, and there is no specific requirement that the on-call phy-
sician evaluates the patient in person. However, the on-call physician must evaluate 
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a patient in person if specifically requested to do so; failure to do so is considered a 
violation under EMTALA [98].

In 2020, during the SARS-CoV-2 virus pandemic, which caused the 2019 Novel 
Coronavirus Disease (“COVID-19”), the Centers for Medicare & Medicaid Services 
(“CMS”) issued a memorandum waiving certain EMTALA obligations deemed to 
apply only if the hospital’s actions did not discriminate on the basis of a patient’s 
source of payment or ability to pay. The CMS memorandum, issued March 9, 2020, 
entitled QSO-20-15 (Emergency Medical Treatment and Labor Act (EMTALA) 
Requirements and Implications Related to Coronavirus Disease 2019) [99], 
addressed how hospitals and Critical Access Hospitals could best fulfill EMTALA 
obligations while continuing to minimize the risk of exposure of ED patients from 
those already infected with COVID-19. Furthermore, in addition to the QSO, the 
Secretary of the Department of Health and Human Services (“Secretary”) invoked 
his waiver authority and waived sanctions under EMTALA for certain medical 
screening exams (“MSEs”) and stabilization requirements, effective March 1, 2020 
[100]. Specifically, the EMTALA waiver allowed hospitals to:

 1. Direct or relocate individuals who come to the emergency department (“ED”) to 
an alternative off-campus site for the MSE, in accordance with a state emergency 
or pandemic preparedness plan.

 2. Effect transfers normally prohibited under EMTALA of individuals with unsta-
ble emergency medical conditions (“EMCs”), so long as the transfer is necessi-
tated by the circumstances of the declared emergency for the COVID-19 
pandemic, without sanction.

Hospitals have a duty to report EMTALA violations to the CMS. Allegations of 
EMTALA violations are investigated by the Office of the Inspector General (OIG). 
Where alleged violations are found, potential penalties include termination of the 
hospital’s and/or physician’s Medicare provider agreement and also civil monetary 
penalties (CMPs or fines) imposed on hospitals and/or physicians. In violation of 
EMTALA, a hospital may be fined up to $50,000 per violation ($25,000 for a hos-
pital with fewer than 100 beds); physicians may be fined up to $50,000 per viola-
tion, and these fines may also extend to on-call physicians. A receiving facility that 
has suffered a financial loss as a result of another hospital’s violation of EMTALA 
may further bring a suit to recover any damages sustained. The statute of limitations 
under EMTALA is 2 years, and, under federal law, whistleblowers are protected by 
law. Moreover, EMTALA violations are not covered by standard malpractice insur-
ance policies, since EMTALA violations in themselves may not represent malprac-
tice, although derivative actions for malpractice stemming from negligent screening 
examinations or stabilization are possible and actions under negligence or abandon-
ment may also ensue.

EMTALA is now considered one of the most comprehensive laws guaranteeing 
nondiscriminatory access to emergency medical care, became the de facto national 
healthcare policy for the uninsured, and now applies to virtually all aspects of 
patient care in the hospital setting.

4 The Laws and Regulations Governing Hospitals and Healthcare Entities



104

 Federal Taxation Status of Hospitals

Hospitals may be classified as either “for-profit” or “not-for-profit” entities, a desig-
nation separate from whether or not he healthcare entity is indeed profitable or not. 
Tax exemption is complicated and largely beyond the scope of this discussion how-
ever; in general tax exemption status refers to exemption from state and local taxes 
(such as real estate tax and state corporate tax) and federal corporate income tax. 
Requirements for exemption from state and local taxes can vary substantially between 
state localities. In order to qualify for federal tax exemption, a healthcare institution 
organized under one of the sections of Internal Revenue Code (IRC) § 501 is consid-
ered exempt from taxation [101]; and, the (c) designation denotes a not-for-profit or a 
charitable organization. Of the potential § 501(c) classifications, § 501(c)(3) status is 
potentially the most desirable since it confers benefits such as the ability to accept tax 
deductible contributions and the ability to issue tax-exempt bonds. Organizations 
under § 501(c)(3) must be organized and operated exclusively for one or more of (a) 
religious, (b) charitable, (c) scientific, (d) testing for public safety, (e) literary, (f) 
educational, or (g) prevention of cruelty to children or animals. In order to qualify for 
§ 501(c)(3) status, the organization must meet both organizational and operational test 
requirements. Under the organizational test, the entity’s articles of incorporation must 
specify that the organization is limited to the performance of exempt purposes, and 
under the operational test, the entity must be operated for the stated exempt purposes.

Hospitals have traditionally been exempt from federal taxation if they are “orga-
nized and operated exclusively for... charitable... purposes” which in its initial iteration 
in 1956 was that not-for-profit hospitals provide free or discounted medical services. 
Thus, prior to 1969, the IRS specified that to maintain tax-exempt status, hospitals 
were simply required to provide charity care, although there was latitude to define the 
amount of care required. In 1969, however, the IRS issued a ruling that created a more 
ambiguous standard and also eliminated the obligation to provide charity, or uncom-
pensated, care [102]. In order to be considered a “charitable hospital,” the entity must 
meet the general requirements for tax exemption under Internal Revenue Code (IRC) 
Section 501(c)(3), Revenue Ruling 69-545, and IRC Section 501(r)(1):

Section 501(c)(3) organizations must be organized and operated exclusively for specific 
tax-exempt purposes to be exempt from federal income tax. In addition to being a type of 
organization that is specifically described within Section 501(c)(3), these organizations 
must also have the following characteristics [103].

Organizational Test
An organization must be organized exclusively for one or more exempt purposes. 

Generally, an organization is organized exclusively for one or more exempt purposes only 
if its organizational documents:

• Limit the purposes of such organization to one or more exempt purposes.
• Do not expressly empower the organization to engage, other than as an insubstantial 

part of its activities, in activities which in themselves are not in furtherance of one or 
more exempt purposes.

• Do not expressly empower it to.
• Devote more than an insubstantial amount of its activities to attempting to influence 

legislation.
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• Participate or intervene in any political campaign on behalf of or in opposition to any 
candidate for public office.

• Engage in activities which characterize it as an “action” organization.
• The organizational documents must also permanently dedicate the organization’s 

assets to charitable purposes upon dissolution.

Operational Test
The operational test for exemption under Section 501(c)(3) consists of four broad 

categories:

 1. Requirement to operate exclusively for exempt purposes
 2. Prohibition against inurement
 3. Prohibition against becoming an action organization
 4. Prohibition against substantial private benefit

An organization is considered to operate exclusively for one or more exempt pur-
poses if it engages primarily in activities that accomplish one or more exempt purposes 
as specified in Section 501(c)(3).

Patient Protection and Affordable Care Act (ACA) §9007 further amended the IRC 
and added §501(r) entitled “Additional Requirements for Charitable Hospitals” 
[104] that required four elements to meet tax-exempt status: (1) community health 
needs assessment and implementation strategy; (2) financial assistance policies, 
including adherence to the hospital’s Emergency Medical Treatment and Active 
Labor Act emergency care obligations (which are expressly identified in the stat-
ute); (3) policies related to hospital charges; and (4) policies related to billing and 
collections [105]. The IRS prescribed penalties for noncompliance including loss of 
tax-exempt status and a monetary penalty of $50,000 per year for failure to satisfy 
the community health needs assessment requirements.

Nonetheless, private causes of action by indigent patients who received bills for 
payment [106] or alleging the illegality of balance billing [107] have not been suc-
cessful. On the other hand, states have been successful in their attempts to quantify 
and challenge the level of charity care required to qualify for tax-exempt status 
under state law. In the Illinois case of Provena Covenant Med. Cent. v. Dep’t. of 
Revenue, Provena was alleged to charged uninsured patients “established rates, 
which were more than double the actual costs of care” while charging privately 
insured patients or patients enrolled in Medicare or Medicaid discounted rates for 
the same medical care; Provena was found to have waived $831,724 in actual costs 
while receiving a benefit of $1.1 million in property tax exemptions. Here the 
Illinois Supreme Court held that Provena failed to qualify as a tax-exempt hospital 
for purposes of a state property tax exemption [108].

 Healthcare Entity Organization

Hospitals, as incorporated entities, have fairly uniform organizational structures 
which are composed of diverse employees with multiple layers of accountability. 
The administrative structure of an accredited hospital is defined by TJC within the 
Comprehensive Accreditation Manual for Hospitals chapter on “Leadership.” Early 
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guidance from TJC, prior to 1994, included standards and chapters addressing, for 
example, “Management,” “Governance,” “Medical Staff,” and “Nursing Services”; 
however, TJC, beginning in 1994 adopted a systemic approach to organizational 
leadership. Healthcare systems are generally characterized by three groups of lead-
ers: (1) the governing body; (2) the chief executive officer (CEO), chief medical 
officer (CMO), chief nursing officer (CNO), chief operating officer (COO), chief 
financial officer (CFO), and other senior managers (which may be referred to col-
lectively as the “C-suite”); and (3) the medical staff leadership. Hospital leadership 
is accountable to the Board of Directors.

 The Healthcare Board of Directors (Board)

The Board of Directors (BOD), or the Board of Trustees, is the legally constituted 
governing body of the hospital, with full responsibility for the financially viable and 
quality/safety practices of the hospital. The BOD is responsible for the establish-
ment and oversight of the hospital’s bylaws and policies, establishes new policies, 
and, on the advice of a medical advisory board, appoints senior leadership and medi-
cal staff. The BOD can be variable with respect to size and membership, often a 
reflection of the type and location of the hospital. BODs of for-profit organizations 
govern on behalf of shareholders, and the primary obligation is to increase share-
holder value. On the other hand, nonprofit corporations do not have shareholders, 
community leaders, legislators, and regulators such as the state Attorney General has 
the authority to hold board members accountable for actions and inactions. Board 
members are the fiduciaries with three primary legal duties known as the “duty of 
care,” “duty of loyalty,” and “duty of obedience.” The duty of care refers to prudent 
stewardship; the duty of loyalty requires that the fiduciary acts in the best interest of 
the corporation; and the duty of obedience requires that the member follows appli-
cable laws, regulations, and bylaws, and adheres to the stated corporate mission [see 
Chap. 29 “Corporate Structure”]. Members of the BOD must maintain confidential-
ity and carefully manage potential conflicts of interest. In order to perform its func-
tions efficiently and expeditiously, the BOD relies on committees and C-suite status 
reports. The “balanced scorecard” or “dashboard” concept includes four key dimen-
sions of performance: financial, organizational, executive, and quality [109].

TJC defines the roles of the BOD in Standard LF.01.03.01 as “the body ulti-
mately accountable for the safety and quality of care, treatment, and services… the 
governing body’s ultimate responsibility for safety and quality derives from its legal 
responsibility and operational authority for hospital performance. In this context, 
the governing body provides for internal structures and resources, including staff 
that supports safety and quality” and lists the elements of performance [110]:

 1. The governing body defines in writing its responsibilities.
 2. The governing body provides for organization management and planning.
 3. The governing body approves the hospital’s written scope of services.
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 4. The governing body selects the chief executive.
 5. The governing body provides for the resources needed to maintain safe, quality 

care, treatment, and services.
 6. The governing body works with the senior managers and leaders of the orga-

nized medical staff to annually evaluate the hospital’s performance in relation 
to its mission, vision, and goals.

 7. The governing body provides a system for resolving conflicts among individu-
als working in the hospital.

 8. The governing body provides the organized medical staff with the opportunity 
to participate in governance.

 9. The governing body provides the organized medical staff with the opportunity 
to be represented at governing body meetings (through attendance and voice) 
by one or more of its members, as selected by the organized medical staff.

 10. Organized medical staff members are eligible for full membership in the hospi-
tal’s governing body, unless legally prohibited.

The effectiveness of a hospital BOD has been shown to be related to hospital 
financial performance. With respect to financial oversight, a BOD has six core 
financial responsibilities, to (1) specify financial objectives, (2) review and align the 
management financial plan with stated objectives, (3) enhance creditworthiness, (4) 
ensure capital is effectively allocated, (5) monitor financial performance, and (6) 
verify financial statements [111]. Important financial indicators include cash flow, 
efficiency, charity care, debt structure, return on investment, operating expenses, 
profitability, liquidity, creditworthiness, capital structure, and asset activity. Boards 
must be able to understand the key elements of financial performance and prescribe 
appropriate corrective or strategic interventions. In addition, financial and perfor-
mance metrics must be compared with local, regional, and national benchmarks.

Hospital BOD also has a responsibility for hospital quality performance, even as 
quality performance is increasingly linked to financial performance. In 2007 the 
Institute for Healthcare Improvement (IHI) developed the “Boards on Board” pro-
gram, with the intent of engaging BOD leadership in clinical quality. Increasingly, 
the notion of a “culture of quality” is used to discuss the engagement of senior 
leadership, specifically including the BOD, in the elements that comprise the safety 
and quality of care environment. Often, safety, quality, and finance are closely 
linked. Medical errors are costly and are an increasingly visible competitive metric.

The National Quality Forum (NQF) has also called on hospital BODs to focus on 
quality [112]. Provonost et  al. discuss six principles for governance oversight of 
hospital quality of care and patient safety: (1) ensure oversight for quality every-
where within the system that care is delivered, (2) create a framework to organize 
and report the safety and quality-related work and metrics, (3) identify care areas 
where quality is ambiguous or underdeveloped and ensure reporting and account-
ability in such areas, (4) create a consolidated quality dashboard to track safety and 
quality performance, (5) ensure the integrity of the data used to measure and report 
quality and safety performance, and (6) transparently report performance and create 
an explicit accountability model [113].
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 Administration and Executives

The chief executive officer is the chief administrator of the hospital and is respon-
sible to the BOD. In a large hospital, there are many separate departments, each of 
which is controlled by a department head. The CEO operates an executive leader-
ship team, with second-level executives including the COO, CFO, CMO, and CNO, 
designations which may variably be referred to as “vice president” of operations, 
financer, medical affairs, and nursing, respectively. Further, in some cases the CMO/
VPMA and CNO/VPN may be referred to as Medical Director and Director of 
Nursing, respectively.

TJC defines the roles of the chief executive of a hospital in Standard LD.01.04.01 
as “a chief executive manages the hospital” and lists the elements of performance as:2

 1. The chief executive provides for information and support systems.
 2. The chief executive provides for recruitment and retention of staff.
 3. The chief executive provides for physical and financial assets.
 4. The chief executive identifies a nurse leader at the executive level who partici-

pates in decision-making.
 5. When the chief executive is absent from the hospital, a qualified individual is 

designated to perform the duties of this position.

In addition to TJC, state statutes address the duties of hospital administrative 
staff. For example, in NYS, NYCRR Title 10 Section 405.3 lists and details, in part:

The hospital shall be managed effectively and efficiently in accordance with hospital 
bylaws and policies and procedures. The daily management and operational affairs of the 
hospital shall be the responsibility of the chief executive officer.

(a) The chief executive officer shall be responsible for the development, submission and 
implementation of all plans to correct operational deficiencies identifed by regulatory agen-
cies on a timely basis and shall report to the governing body progress in developing and 
carrying out plans of correction.

(b) Personnel. The chief executive officer develops and implements personnel policies 
and practices with regard to at least the following…

Additional hospital executives are responsible for managing the organization, 
making financial decisions, overseeing business strategy, and indirectly managing 
the hospital support staff infrastructure.

 The Medical Staff

Physicians traditionally have been relatively independent of hospitals and have used 
them as “workshops” in which to carry out their professional services [4]. The med-
ical staff of a hospital are integral to the healthcare mission; in essence, the medical 

2 See The Governance Institute, supra.
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staff define the healthcare entity. The medical staff are composed of the physicians, 
dentists, podiatrists, psychologists, and advanced practice providers (APPs), often 
collectively referred to as “providers.” APPs are composed of, for example, physi-
cian assistants, nurse anesthetists, anesthesiologist assistants, nurse practitioners, 
and nurse midwives. In a regulatory nomenclature, providers are often referred to as 
“licensed independent practitioners.” An unlicensed person who diagnoses and/or 
treats a patient through activities that are covered by any of the licenses is consid-
ered to be practicing illegally and is “practicing without a license.” Laws vary by 
state, an activity that is illegal in all states. Although the classification of the crime 
will vary by state and by circumstances, the practice of medicine without a license 
may be charged as either a misdemeanor or felony offense, punishable by fines and 
prison terms that range from 1–8 years, depending on the jurisdiction. In addition a 
person harmed through the unlicensed practice of medicine may sue in civil court 
for assault/battery and be entitled to restitution as monetary damages and possibly 
punitive damages.

Physicians and licensed independent practitioners (collectively “the medical 
staff”) bring to the healthcare entity the technical knowledge and training necessary 
to provide patients with the requisite preventive, diagnostic, and therapeutic medi-
cal care that is essential to the hospital mission. In addition, the medical staff are 
authorized to provide clinical supervision of support staff.

TJC first defined the organized medical staff as a hospital standard in 1951. TJC 
defines its medical staff leadership as “an organized medical staff that is account-
able to the governing body” in TJC Leadership Standard LD.01.05.01. The ele-
ments of medical staff performance according to TJC are:

 1. There is a single organized medical staff unless criteria are met for an exception 
to the single medical staff requirement.

 2. The organized medical staff is self-governing.
 3. The medical staff structure conforms to medical staff guiding principles.
 4. The governing body approves the structure of the organized medical staff.
 5. The organized medical staff oversees the quality of care, treatment, and services 

provided by those individuals with clinical privileges.
 6. The organized medical staff is accountable to the governing body.

EP 2 requires that the medical staff be self-governing, and EP 6 requires the 
medical staff to be accountable to the governing body. TJC defines self-governance 
to include:

• The initiation, development, and approval of medical staff bylaws and rules and 
regulations

• The approval or disapproval of amendments to the medical staff bylaws and rules 
and regulations

• The selection and removal of medical staff officers
• The determination, establishment, and enforcement of criteria and standards for 

membership on the medical staff
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• The determination, establishment, and enforcement of criteria for the delegation 
of oversight responsibilities to practitioners with independent privileges

• The establishment of mechanism for maintaining patient care standards and cre-
dentialing and delineation of clinical privileges

• Performance improvement activities

The organized medical staff has a critical role in the oversight of safety and qual-
ity through setting of rules, regulations, and internal standards and review of adverse 
outcomes, credentialing, peer review, and punitive actions. However, smaller com-
munity hospitals may face significant challenges with respect to peer review and 
credentialing by virtue of their limited resources, difficulty in medical staff recruit-
ment, and limited medical staff size [114]. For examples, hospitals that have a 
Department of Surgery composed of two partners may have difficulty conducting an 
effective peer review and may restrict competition through control of credentialing 
in the institution [See also Chap. 7].

The 2009 Comprehensive Accreditation Manual for Hospitals further elaborates 
on the responsibilities of the medical staff’s including, for example:

• Oversight of care provided by physicians and other licensed independent practi-
tioners in the hospital

• A role in graduate medical education programs, when the hospital has one 
(or more)

• A leading role in performance improvement activities to improve the quality of 
care and patient safety

• Collection, verification, and evaluation of each licensed independent practitio-
ner’s credentials

• Recommending to the governing body that an individual be appointed to the 
medical staff and be granted clinical privileges, based on his/her credentials

• Participating in continuing education

The relationship between the hospital and the medical staff continues to evolve 
as physicians and physician practices are increasingly acquired and owned by hos-
pitals; thereby transforming an independent medical staff into medical staff who are 
employees of the hospital, and therefore, at least partly or potentially, subject to 
administrative control. The changing physician practice environment has wide-
ranging potential implications from voluntary involvement in medical staff gover-
nance and duties, medical staff socialization, and even burnout.

 Conclusion

Compliance with regulatory mandates is mandatory to healthcare entities. The regu-
latory and legal environment of healthcare is both de facto complex but is also 
constantly changing. Therefore, in order to remain compliant with the regulatory 
mandates that govern healthcare, both fluency with respect to terminology and its 
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implications and competence with respect to an appreciation of the scope of poten-
tial regulatory impact are important. Although few will be able to recite the regula-
tions, it is perhaps more important to appreciate the potential regulations that are 
applicable to any one circumstance and know where to find the law.
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Chapter 5
The Timeline of a Medical Malpractice 
Lawsuit

James E. Szalados

 Introduction

Medical malpractice is governed by the law of torts, or personal injury, through 
which a liability arises under civil (as opposed to criminal) law. A tort is defined as 
an act, or an omission, which causes injury to another; however, there are three main 
types of torts: [1] intentional torts such as assault/battery or deliberate infliction of 
emotional distress; [2] unintentional torts, such as negligence; and [3] strict liability 
torts such as defective product actions. Professional negligence is one type of unin-
tentional tort whereby a professional breaches the duty of care to a client, thereby 
causing harm to the client. Medical malpractice, or medical negligence, is a type of 
professional negligence, whereby a medical provider or medical professional, 
though a negligent act or omission, causes an injury to a patient. The law of medical 
negligence is governed by civil law and therefore subject to variations between the 
states; however, the main variability between the states is less in the substantive 
laws (the statutes) and more in the procedural law (which governs the procedures to 
be followed during a lawsuit. The variations in procedure are most likely, but not 
absolutely, to apply to definitions, deadlines, court rules, and the judicial procedure. 
This chapter will outline the steps of a malpractice lawsuit in a generic fashion. A 
Glossary of Terms is provided in the Appendix, and Fig. 5.1 generally illustrates the 
timeline and process.
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 The Cause of Action

The cause of action is legally defined as the set of facts, and the applicable legal 
theory, which taken together serve as justification for a legal remedy. The cause of 
action accrues at the time that an allegedly negligent event occurred. In a practical 
sense, within the ambit of medical negligence, the cause of action is the actual act 
or omission, which causes harm to the patient. The cause of action may be, for 
example, a mistaken or delayed diagnosis, a medication error, a procedural or surgi-
cal error, or failure to treat. In general, a complication, in itself is not strictly mal-
practice. Medicine is not a perfect science mainly because there is a large variability 
between patients and their responses to treatment and because there are a large 
number of unknowns in all medical treatment encounters. Complications may be 
foreseeable or unforeseen. Most complications are foreseeable and are generally 
discussed in the context of informed consent and may include bleeding during sur-
gery, side effects of medications, or postoperative infections. Foreseeable complica-
tions can rise to the level of negligence if they are not discussed as part of the 
informed consent process, if reasonable steps to prevent or prepare for a complica-
tion are omitted or if a complication which would be recognized and treated by a 
reasonably prudent practitioner is overlooked, ignored, or mistreated. For example, 

TIMELINE
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Fig. 5.1 The general timeline of a civil medical malpractice lawsuit
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injury to the common bile duct can occur during gallbladder surgery; it may require 
intraoperative repair if recognized during surgery, or it may present later, possibly 
after hospital discharge. The act of causing injury to the common duct is not in itself 
malpractice, especially if the surgeon documents that appropriate steps were taken 
to avoid injury; however, a recognized injury is not immediately addressed by repair 
or transfer or where a patient develops jaundice and upper abdominal pain and the 
surgeon fails to address a post-cholecystectomy complication. There may be a cause 
of action for medical malpractice. Unforeseen complications are, by their nature, 
not addressed during informed consent; however, the provider’s duty to rescue, in 
accordance with standard of care, is nonetheless the same as that for a foreseeable 
complication.

 The Statute of Limitations

A statute of limitation (SOL) is by definition a state-specific statutory law, which 
defines a set period of time, subject to some exceptions, after which a lawsuit for a 
particular tort or crime can no longer be filed. After the applicable SOL expires or 
“has run,” a plaintiff cannot file, or initiate, a legal action, even if the underlying 
facts would otherwise have substantive merit. For example, if the applicable SOL is 
3 years, then a lawsuit that would be initiated 3 years and 1 day after the barring 
exceptions and after the inciting incident would be disallowed on the basis that it is 
“time-barred.” A potential cause of action begins, or accrues, as of the date of the 
event that is the basis for the claim. The expiration of the SOL is in itself a defense 
to a potential lawsuit, since after the SOL has run, the court which would otherwise 
hear the suit no longer has jurisdiction over the parties for that matter. Running of 
the SOL is an affirmative defense, which would need to be pleased by the defendant 
in the answer to a complaint; a failure to raise the affirmative defense in the answer 
can result in the defendant unknowingly waiving the protection of the SOL. It is 
important to note that once a case is timely filed, the actual period of litigation can 
outlast the SOL; the SOL applies only until the point in time that a case is actually 
filed in court. Thus, the period which defines the SOL will vary by jurisdiction and 
the type of claim. The SOL is a procedural rule and is separate from the substantive 
law governing an act. There is an associated SOL that is defined in both civil and 
criminal causes of action, although certain federal crimes do not have SOLs. The 
intent of a SOL is to ensure that controversies can be reasonably diligently addressed 
in a timely fashion and convictions are based upon evidence (physical or eyewit-
ness) that has not deteriorated with time. Widespread variation in state laws pro-
duces significant differences in state-to-state liability risk and insurance cost. The 
SOL is important to clinicians with respect to the type of medical liability insurance 
they carry, since the SOL is perhaps the most basis for the tail or nose coverage that 
is required for claims-made policies [see Chap. 10]. Table 5.1 illustrates the SOLs, 
by state, for medical malpractice, which may be affected by the exceptions dis-
cussed below [1].
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Table 5.1 State-specific states of limitations for medical malpractice

State SOL Code
Alabama 2 years Ala. Code Sec. 6-2-38
Alaska 2 years Alaska Stat. Sec. 9.10.070
Arizona 2 years Ariz. Rev. Stat. Sec. 12-542
Arkansas 3 years Ark. Stat. Sec. 16-114-203
California 2 years Cal. Code of Civ. Proc. Sec. 335.1
Colorado 2 years Colo. Rev. Stat. Sec. 13-80-102
Connecticut 2 years Conn. Gen. State. Sec. 52-584
Delaware 2 years Del. Code Ann. Title 10, Sec. 8119
District of Columbia (DC) 3 years D.C. Code Ann. Sec. 12-301
Florida 4 years Fla. Stat. Ann. Sec. 95.11
Georgia 2 years Ga. Code Ann. Sec. 9-3-33
Hawaii 2 years Haw. Rev. Stat. Sec. 657.7
Idaho 2 years Idaho Code Sec. 5-219
Illinois 2 years Ill. Ann. State. Ch. 735, Art. 5, Sec. 13-202
Indiana 2 years Ind. Code Ann. Sec. 34-11-2-4
Iowa 2 years Iowa Code Ann. Sec. 614.1
Kansas 2 years Kan. Stat. Ann. Sec. 60-513
Kentucky 1 year Ky. Rev. Stat. Sec. 413.140
Louisiana 1 year La. Civ. Code Ann. Art. 3492
Maine 6 years Maine Rev. Stat. Ann. Title 14, Ch. 205, Sec. 

752
Maryland 3 years Md. Ann. Code Sec. 5-101
Massachusetts 3 years Mass. Gen. Laws, Art. 260, Secs. 2A, 4
Michigan 3 years Mich. Comp Laws Sec. 600.5805(9)
Minnesota 2 years Minn. Stat. Ann. Sec. 541.05, 541.07
Mississippi 3 years Miss. Code Ann. Sec. 15-1-49
Missouri 5 years Missouri Ann. Stat. Title 35, Sec. 516.120
Montana 3 years Mont. Code Ann. Sec. 27-2-204, 27-2-207
Nebraska 4 years Neb. Rev. Stat. Sec. 25-207
Nevada 2 years Nev. Rev. Stat. Sec 11.190
New Hampshire 3 years N.H. Rev. State. Sec. 508.4
New Jersey 2 years N.J. Stat. Ann. Sec. 2A:14-2
New Mexico 3 years N.M. Stat. Ann. Sec. 37-1-8
New York 3 years N.Y. Civ. Prac. R. Sec. 214
North Carolina 3 years N.C. Gen. Stat. Sec. 1-52
North Dakota 6 years N.D. Cent. Code Sec. 28-01-16, 28-01-18
Ohio 2 years Ohio Rev. Code Sec. 2305.10
Oklahoma 2 years Okla. Stat. Ann. Title 12, Sec. 95
Oregon 2 years Ore. Rev. Stat. Sec. 12.110
Pennsylvania 2 years 42 Pa. Con. Stat. Sec. 5524
Rhode Island 3 years R.I. Gen. Laws Sec. 9-1-14
South Carolina 3 years S.C. Code Ann. Sec. 15-3-530
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The procedural rules that govern the SOL differ in substance from, and should 
not be confused with, the common law legal doctrine of “laches” which states that 
a legal right or claim may, at the discretion of the court, not be enforced or allowed 
if an unreasonable delay by the plaintiff in the assertion of his or her right or claim 
has prejudiced the other party. Latches is an equitable defense to a lawsuit, and 
therefore, by raising the defense of latches, one is asking the court for equitable 
relief, in essence a form of “estoppel.” Laches is “"'a defense developed by courts of 
equity’ to protect defendants against ‘unreasonable, prejudicial delay in commenc-
ing suit’” [2]. In general, the elements of latches are therefore (1) knowledge of a 
potential claim by the plaintiff, (2) a neglectful delay in filing the legal action, (3) 
which is unreasonable, and (4) that prejudices the defendant. Examples of prejudice 
to the defendant might include loss or degradation or evidence, loss of witness tes-
timony by death or recollection, or changes in position. Latches may apply even in 
cases where the SOL has not run; “laches may bar a legal claim even if the statutory 
period of limitations has not yet expired” [3].

The SOL can be suspended, by state-specific statutorily defined circumstances, 
to cause an extension of time during which a case may be filed. Exceptions by 
which a SOL may be extended include (1) the discovery rule and (2) tolling.

The “discovery” (or “discovery of harm”) rule can, under some circumstances, 
extend the SOL to either the date in time when the person actually discovered the 
injury or the malpractice or to the date in time when the patient reasonably should 
have known that malpractice occurred. State statutes address the discovery rule dif-
ferently. The discovery rule applies in situations where a harm caused is not obvi-
ous. Examples where the discovery rule may apply in medical malpractice cases 
include inadvertently retained foreign bodies, wrong site surgery, fraudulent con-
cealment, erroneous or incomplete radiology reports, and incomplete surgery 
(incomplete tumor removal). In the case of Kaplan v. Mamelak, surgery was per-
formed to relieve plaintiff’s back pain with the intention to excise the herniated 
portion of disk T8–T9; during the operation, the surgeon in fact operated on the disc 

Table 5.1 (continued)

South Dakota 3 years S.D. Comp. Laws Ann. Sec. 15-2-14
Tennessee 1 year Tenn. Code Ann. Sec. 28-3-104
Texas 2 years Tex. Civ. Prac. & Rem. Code Sec. 16.003
Utah 4 years Utah Code Ann. Sec. 78-12-28
Vermont 3 years Vt. Stat. Ann. Title 12, Sec. 512
Virginia 2 years Va. Code Sec. 8.01-243
Washington 3 years Wa. Rev. Code Ann. Sec. 4.16.080
West Virginia 2 years W. Va. Code Sec. 55-2-12
Wisconsin 3 years Wisc. Stat. Ann. Sec. 893.54
Wyoming 4 years Wy. Stat. Ann. Sec. 1-3-105

NOTE: This table is intended as a general guide for reference and educational purposes only. Not 
legal advice. Laws are amended and change. There are also state-specific exceptions and statutes 
of repose which may apply. Readers are strongly advised to consult their individual state laws and 
with experienced counsel
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at T6–T7 and T7–T8, rather than T8–T9. Following the surgery, the plaintiff, 
Kaplan, continued to suffer pain, and a subsequent MRI revealed persistent disc 
protrusion at T8–T9 and that the operation was performed at the incorrect site. The 
California Appellate Court reversed the trial court’s determination that the actions 
for battery and medical malpractice were time-barred [4]. In 2018, New York State 
enacted Lavern’s Law [5] which applies to malpractice actions related to the alleged 
failure to diagnose cancer and extended the NYS SOL from 2½ years to 7 years 
from the date of the missed diagnosis through a special application of the discovery 
rule. The NYS law is based in the case of Lavern Wilkinson presented to a hospital 
with symptoms of chest pain in 2010 where a chest x-ray was performed which was 
interpreted by a radiologist to show a suspicious mass on Ms. Wilkinson’s right 
lung, but this information was not communicated to her. In 2012 with complaints of 
a chronic cough, Ms. Wilkinson had a repeat chest x-ray that revealed cancer which 
had spread to both lungs; additional imaging revealed tumor spread to the liver, 
brain, and spine. Ms. Wilkinson was advised that the cancer diagnosis had not been 
appreciated by the hospital’s treating clinicians in 2010 when it was still potentially 
treatable.

The “continuous treatment doctrine,” in those states which apply the doctrine 
may toll the SOL during the time that a provider continues a course of treatment for 
the same condition from which a potential lawsuit would arise. The intent of the 
continuous treatment doctrine is to allow the completion of a course of therapy 
without interfering adversely with the patient-provider relationship or potentially 
for the correction of a deviation from standards of care, while the treatment is ongo-
ing. There are differing versions of the continuous treatment doctrine. For example, 
“under the continuing treatment doctrine, a plaintiff’s cause of action does not 
accrue until the tortious continuing treatment ends, even if the plaintiff is aware of 
the facts constituting negligence before that time” [6]. A different version of the 
doctrine is where courts do not require that the entire course of treatment be negli-
gent, but only that some portion of the ongoing treatment be negligent; here the 
statute of limitations may be tolled during subsequent continuing treatment, even if 
non-negligent [7]. The failure to diagnose or treat a condition does not qualify as a 
continuous course of treatment under the doctrine.

The statute of limitations may also be suspended by “tolling,” for example, in the 
event of acute disability, mental state, or age of minority. Those unable to bring suit 
may benefit from a SOL toll which extends the applicable statute of limitations until 
the condition resolves. For example, in NYS NYS CPLR §208 states, in part:

 (a) If a person entitled to commence an action is under a disability because of 
infancy or insanity at the time the cause of action accrues, and the time other-
wise limited for commencing the action is 3 years or more and expires no later 
than 3 years after the disability ceases or the person under the disability dies the 
time within which the action must be commenced shall be extended to 3 years 
after the disability ceases or the person under the disability dies, whichever 
event first occurs; if the time otherwise limited is less than 3 years, the time shall 
be extended by the period of disability. The time within which the action must 
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be commenced shall not be extended by this provision beyond 10 years after the 
cause of action accrues, except in any action other than for medical, dental, or 
podiatric malpractice, where the person was under a disability due to infancy. 
This section shall not apply to an action to recover a penalty or forfeiture or 
against a sheriff or other officers for an escape.

 Pretrial Process

 Consultation and Informal Fact Acquisition

When a prospective plaintiff first consults with an attorney, future litigation becomes 
a possibility. In some cases, a plaintiff may consult with more than one attorney in 
contemplation of a lawsuit. In the case of potential clients that allege medical mal-
practice, a substantial number of such potential cases do not advance beyond the 
initial “intake” analysis. Threshold questions which may arise during the initial 
interview may include conflicts of interest, attorney competence or areas of exper-
tise, the events and the timeline of the case such as the SOL, and a general overview 
of the acts of the case. Client screening is also used by attorneys to avoid forming a 
representation relationship with potential clients who are demanding, vengeful, and 
untruthful, have unreasonable expectations, or those who have been unable to form 
relationships with other attorneys with which they have consulted on the same matter.

The initial interaction will define the attorney-client relationship and discuss the 
issues of confidentiality and representation. Confidentiality relates to the attorney- 
client privilege which, under a majority rule, attaches at the time that a prospective 
client consults with a licensed attorney, seeking legal advice or potential representa-
tion, and where the prospective client reasonably believes that the communication 
will be confidential, then that consultation is privileged. The holder of the privilege 
of confidentiality is the prospective client, or client, who is free to break the confi-
dentiality; the attorney is, generally, not. The attorney-client privilege attaches even 
if an ongoing attorney-client relationship is not formed. The attorney-client rela-
tionship begins at the time that both the client and the attorney agree to the relation-
ship; the attorney-client relationship requires both that the client request 
representation and that the attorney agree to provide such advice and representation. 
In most cases, representation will entail a formal signed engagement letter or 
retainer agreement. The fee arrangement in personal injury litigation, including 
medical malpractice, is usually a contingency fee, for which the relationship is 
formed through a written contract. In a contingency fee arrangement, the attorney 
provides representation to the client for a predetermined percentage of the amount 
recovered on behalf of the client; the fee is deducted from the net award. Under a 
contingency agreement, the attorney is not compensated unless he or she prevails 
and recovers damages on behalf of the client. The contingency fee may be adjusted 
as based on relevant statutes or laws, agreed upon based on the expected complexity 

5 The Timeline of a Medical Malpractice Lawsuit



124

and risk, and the costs of litigation. In New York State, the contingency fees for 
attorneys in claims or actions for medical, dental, or podiatric malpractice are statu-
torily defined as:

• 30% of the first $250,000 of the sum recovered
• 25% of the next $250,000 of the sum recovered
• 20% of the next $500,000 of the sum recovered
• 15% of the next $250,000 of the sum recovered
• 10% of any amount over $1,250,000 of the sum recovered [8].

The attorney will perform a preliminary case valuation; where the expected costs 
of case filing, records acquisition, records reviews, and experts are likely to out-
weigh the likelihood of success and the potential recovery, the attorney will likely 
decline to represent the client. If the case proceeds, informal fact acquisition will 
include general information about the client, the treating provider, the institution, 
and the circumstances; it begins the formation of the “story” which will be impor-
tant in litigation. Informal fact acquisition will also include requests for medical 
records – perhaps the first time that a healthcare professional may become aware of 
potential litigation. In some larger institutions, providers are not routinely made 
aware when an attorney’s office makes a request for medical records. The interviews 
will identify potential witnesses and additional sources of information for later dis-
covery. Finally, at this stage, additional details such as Internet or social media, 
billing records, or prior claims histories for the providers may be obtained and 
reviewed.

 Legal Foundations Preparation

The laws regarding medical malpractice and other potentially applicable state civil 
statutes (e.g., assault/battery, informed consent, emotional distress) vary between 
the states; these represent the substantive law of the jurisdiction and will entail spe-
cific elements of proof necessary to maintain a cause of action. The appropriate 
court is identified; subject-matter jurisdiction refers to the power of a court to adju-
dicate a particular type of matter and provide the remedy demanded. The court with 
subject-matter jurisdiction in most medical malpractice cases will be the state trial 
court; however, in cases that involve the government, such as the Veteran’s 
Administration, the court with subject-matter jurisdiction may be the district fed-
eral court.

Venue refers to the specific court in which an action is filed, usually a trial court 
within a specific county. Venue is based on personal jurisdiction, which refers to a 
court’s power to exercise authority over a party. In contradistinction, forum non 
conveniens means “inconvenient forum” which implies a venue that is inconvenient 
or not as appropriate as another forum may be. Proper venue is a personal right. 
Choice of venue is based on the procedural rules for state civil cases and varies by 
state; federal venue rules apply to federal courts. In state actions, a reasonable or the 
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most appropriate venue could be based on where the plaintiff or defendant resides 
or where the cause of action arose. Venues may be changed after the lawsuit is filed 
through objections in the answer or through motions, which are requests to the 
court. When a venue is changed, the substantive and other elements of procedural 
law will follow the venue. In some jurisdictions, before a malpractice compliant can 
be formally filed with a court, there must have been a general review of the facts of 
the case by an expert; this review and the attendant certification may be referred to 
as a Certificate of Merit, Affidavit of Merit, or an Offer of Proof. In general, the 
Certificate of Merit is a statement based on a written opinion from a suitably quali-
fied professional certifying that he or she has reviewed the medical records and that, 
in the certifier’s opinion, the plaintiff’s claim has merits. Usually, the expert who 
signs the Certificate of Merit must qualify as an expert in the same medical field as 
the defendant health provider. Generally, the Certificate of Merit is signed by the 
reviewing medical professional; however, in some states, the person executing the 
certification may be, or included, the plaintiff’s attorney who certifies the consulta-
tion. The intent of the Certificate of Merit is to decrease the number of frivolous 
lawsuits since; in the theory, the case has been certified as meritorious by a medical 
professional.

The lawsuit is commenced when pleadings are filed in the court with appropriate 
subject-matter and personal jurisdiction [Fig. 5.1] [see Chap. 17]. Strategically 
sound pleadings are a combination of (1) a theory of the case that is legally and 
medically sound, (2) a good litigation plan, and (3) technically precise and complete 
drafting. The requirements for and the structure of pleadings may vary between 
jurisdictions. In general, the pleadings are composed of a notice and compliant, 
which, depending on jurisdiction, may be accompanied by a summons. Generally, 
the requirements of a notice are simple and must contain only sufficient information 
to fairly notify the defendant(s) of the existence of and the basis of the claim(s). The 
complaint will detail the jurisdiction, briefly state the facts, specify the allegations, 
and demand relief. A summons is an order from the court where the lawsuit will be 
heard and contains the docket, or file, number. Together, the pleadings begin the 
lawsuit; under many circumstances, they represent the first time that a provider is 
aware that a legal process is underway. Upon receiving the pleadings, the provider 
should immediately notify appropriate administrative staff, risk management, insur-
ance carriers, and seek legal counsel.

The summons and complaint or the summons with notice are served on the 
defendant by a person and in a manner authorized by law in the applicable jurisdic-
tion. The requirement for due process stipulates that one must be given notice of a 
lawsuit and also be accorded and opportunity to be heard; Rules of Civil Procedure 
and Criminal Procedure determine the proper form of legal process and how it must 
be served. Process must be properly and individually served on all parties to an 
action. Service of process may occur by either (1) actual, or personal, service, (2) 
substituted service, or (3) service by publication. Often, substituted service may be 
used only after diligent efforts to effect personal service have failed. The person 
who delivers the process papers is referred to as a process server, who is qualified 
by the law of the jurisdiction and who, following delivery, must file an Affidavit of 
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Service with the court, giving the details of the delivery. Improper service is a 
defense to lawsuit, and therefore defendants should carefully note the exact details 
surrounding any service of process upon them.

The defendant has a statutorily specified period of time in which he or she must 
answer the complaint. Failure to timely answer the pleadings will result in a default 
judgment. The time allowed for the answer may depend on jurisdiction and also the 
means by which service of process was completed. The answer will usually deny 
allegations and also raise defenses (e.g., SOL, jurisdiction, venue, contributory/
comparative negligence). In the event that the answer is not timely filed, the defen-
dant is in default and loses the opportunity to defend the lawsuit; at that time the 
court will “skip” the hearings and move directly to a determination of damages.

In jurisdictions that allow for a Bill of Particulars, a request for a Bill of Particulars 
will be requested from the plaintiff by the defendant when the defendant responds 
to the complaint in his or her answer. The Bill of Particulars is a particularization 
and a detailed version of the complaint, the details of which are usually governed by 
statute.

Motions are written or oral applications made to a court or judge in to obtain a 
ruling or order. The rules regarding motions are governed by local laws and court 
rules. Motion practice is a significant part of the litigation process. There are a vari-
ety of motions which may be made by either party in a malpractice lawsuit. Typically, 
some first motions may include motions to dismiss the lawsuit, dismiss a party, 
motion to compel release of evidence, motion for summary judgment, motion to 
change venue, or motions for time extensions. Motions in limine are motions made 
in front of a judge, in closed chambers, usually immediately before or during trial, 
whereby an attorney will request that the court preclude certain evidence or testi-
mony from the courtroom.

A motion for summary judgment is a request for the court to rule in the moving 
party’s favor before a lawsuit goes to trial and based on the evidence at hand claim-
ing that all factual and legal issues can be decided in the moving party’s favor with-
out a need for trial. In order to overcome a motion for summary judgment, the 
opposing party must show that “triable issues of fact” and/or of law remain which 
must be resolved in court.

 Discovery

Discovery is the principal pretrial method whereby the facts surrounding a contro-
versy are gathered and shared. Discovery in preparation for trial is both an art and a 
science, usually accounts for most of the time spent by the counsel during litigation, 
and will develop the foundations upon which a case is won or lost. Discovery can 
include interrogatories which are written questions requiring a timely answer; depo-
sitions which are structured interviews under oath conducted with representation by 
both parties’ respective counsel; subpoenas, expert guidance and testimony; and a 
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relatively new form of discovery electronic discovery (e-discovery) which can be 
sweeping in its scope.

A deposition (sometimes referred to as an “examination before trial” or “EBT”) 
is an oral testimony and is under oath, in the presence of counsel and a court reporter 
who generates a transcript, and may sometimes also be recorded or videotaped. 
Parties are served with notice regarding their appearance at a deposition, which is 
most often performed at a mutually convenient time and place, usually in a law 
office or meeting room. Depositions are scheduled after the exchange of interroga-
tories, after the release of documents, and after consultation with experts, since the 
structure of the depositions will be based upon the prior evidence obtained. Nonparty 
witnesses must also be served with a subpoena which requires their appearance at a 
deposition. Testimony during a deposition is under oath and therefore may be intro-
duced at trial in order to contradict or impeach future testimony or to substantiate a 
charge of perjury. During the deposition, the witness may be asked to identify or 
authenticate documents, photographs, and other evidence referred to during the 
deposition which are then admitted as exhibits. Preparation of a witness for a depo-
sition, similar to a preparation of a witness for trial is essential; these preparations 
are based on document review, strategies, and discussion of sample questions or 
perhaps as mock deposition. The deposition is an important tool to obtain testamen-
tary evidence, impeach witnesses at trial, find avenues for additional evidence, pre-
serve evidence for trial, and assess a witness’ poise and presentation abilities during 
questioning. Each party must review the deposition transcript for accuracy prior to 
the admission of the deposition transcript into evidence.

Electronic discovery refers to discovery of evidence that is stored in an electronic 
format (electronically stored information or ESI) using digital forensic processes. 
Electronic discovery applies not only to electronic medical records (EMRs) but also 
to email, websites, digital databases, the Internet of things, social media, and elec-
tronic presence tracing. Electronic discovery has been widely codified in the Federal 
Rules of Civil Procedure and in state statutes governing evidence.

Court orders, warrants, summons, and subpoenas are examples of legal docu-
ments by which a court enforces personal jurisdiction over persons or property. A 
subpoena is a written order from a court. The term “subpoena” means “under pen-
alty.” There are two forms of subpoenas: (1) a subpoena ad testificandum, a sub-
poena compelling a witness to testify, and a subpoena duces tecum, a type of 
subpoena that requires production of a document or documents pertinent to a pro-
ceeding. In general, any person or material can be the subject of a subpoena although 
the scope of the subpoena must be reasonable. A subpoena is typically requested by 
an attorney and issued by a court clerk, a notary public, or a justice of the peace. A 
subpoena can also be issued and signed by an attorney on behalf of a court in which 
the attorney is authorized to practice law. A subpoena can be served by a process 
server, sent via the mail or email, and read out loud, as per the applicable procedural 
rules for service of process within the jurisdiction. Subpoenas are time-sensitive 
with court-imposed deadlines, and a delay or failure to reply is considered contempt 
of court. A “motion to quash” is a request that a judge nullify or cancel a subpoena; 
grounds to quash may include privilege or privileged material, vagueness, short 
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notice, or overly burdensome. Notably, a legal entity such as a corporation or part-
nership has no privilege against self-incrimination under the Fifth Amendment, 
whether or not the subject of the subpoena may incriminate the company [9]. With 
respect to individual natural persons, the Fifth Amendment again generally does not 
shield the incriminating contents of private documents from court inquiry; however 
under the “act of production doctrine,” it may offer protection where the act of pro-
duction in itself is incriminating [10]. On the other hand, a warrant is a court order 
that permits a law enforcement officer to perform a search and seizure of persons or 
property.

Pretrial negotiated settlement is a mechanism to avoid trial, with its attendant 
financial costs, time commitments, and emotional impact on parties and witnesses. 
In general, the large majority of medical malpractice cases are settled prior to trial. 
Options for settlement and the details of a settlement are often coordinated with the 
medical liability carrier who may require the plaintiff provider’s consent to settle 
and who may impose “high-low” parameters to a potential settlement deal. Thus, 
the process of reaching a settlement is process of negotiation, especially with respect 
to any claims for noneconomic damages; successful negotiation requires skill, data, 
and effective communication. Settlements, like adverse verdicts, must be reported 
to the National Practitioner Databank and will appear on all future provider creden-
tialing verifications; therefore providers with reasonably strong cases will often 
have an incentive not to settle, whereas insurers may be averse to the potentially 
unpredictable nature of trials and juries. Settlements will often require a court 
approval, either as a structured payment over time or as a lump sum payment.

In some situations, prior to or at any point during a lawsuit, the defendant party 
may file a counterclaim. Following the pretrial completion of discovery, the parties 
will file a Certificate of Readiness (may also be referred to as a “Note of Issue” or 
“at-issue memorandum”) whereby they attest that they are ready to proceed to trial.

 Trial

Medical malpractice trials are generally intense structured confrontations during 
which each side presents the facts of their case through party, nonparty, and expert 
witness testimony, exhibits, and argumentation. The trial will be a recreation of the 
realities surrounding the event giving rise to the cause of action. Some will argue 
that rather than reality, trials are more represent of a surreality since decisions and 
actions that occurred in a moment will be dissected and analyzed in the context of 
retrospection, enhanced context, and opposing points of view. Retrospection and 
enhanced context will introduce information that may or may not have been avail-
able or obvious at the time treatment was rendered, possible courses of action which 
may or may not have been logistically possible under the circumstances, and with a 
hindsight knowledge of the implications of clinical decisions made in real time. 
Consequently, the trial will develop three versions of reality, respectively, that of the 
plaintiff, the defendant, and the jury. The psychology of persuasion and the skill of 
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storytelling are essential skills for litigators, since, in the end, the reality as devel-
oped by the jury will determine the outcome of the trial.

 Judge, Jury Selection, and Juries

The presiding judge in a medical malpractice case may bring attitudes and implicit 
biases to their interpretation of the rules of evidence and may or may not have expe-
rience and knowledge specifically relevant to medical malpractice trials. The judge, 
court clerk, and court reporter will be present for the trial: the judge will rule on 
issues of evidence and procedure, the court clerk will admit witnesses and evidence, 
and the reporter will develop a transcript of the trial. The judge and court clerk must 
at all times be treated with respect. Contempt of court is defined as being any act of 
willful disobedience to, or disregard of, a judge or court order or any misconduct in 
the presence of a court. Civil contempt may be punished by fine, incarceration, 
or both.

In most jurisdictions, the right to a jury trial is presupposed under the Seventh 
Amendment of the US Constitution but may be waived. Juries are complex and 
diverse body of persons assembled under oath to render an impartial verdict based 
on the evidence presented to them at trial. Potential jurors are randomly selected 
from voters’ list or other public databases. Jury selection is the process whereby 
potential legally qualified jurors are screened, dismissed, or selected for jury service 
at a particular trial. Voir dire is the process by which potential juries are interviewed 
in order to identify prejudices, involvement, relationship, implicit biases, beliefs or 
attitudes, or other conflicts of interest. Civil trials require six jurors, although there 
may be one or more alternatives in the event of inability, illness, or misconduct.

Juries are necessarily composed of affective and cognitive decision-makers. 
Affective (“right brain”) decision-makers (1) are emotional and creative, more 
interested in people and drama than problems; (2) use deductive reasoning which is 
primarily emotional and impulsive; and (3) become committed to their decisions 
early and subsequently filter, accept, discard, or distort additional new information 
to maintain internal consistency with the decision they have reached. On the other 
hand, cognitive (“left brain”) decision-makers are (1) more interested in problems 
than people, (2) use logic and inductive reasoning to make decisions, and (3) will 
not decide until they feel satisfied that all available information has been presented. 
Moreover, all jurors will bring implicit cognitive biases and subconscious attitudes 
to the courtroom. Biases subconsciously affect the manner by which individuals 
process information and make decisions, even when the biases themselves are con-
trary to expressed beliefs or attitudes [11]. The jury will be influenced by percep-
tions of the credibility of counsel, plaintiff and defendant, and witnesses: their 
ability to contrite on and understand the evidence presented, their interest in learn-
ing, and their perception of and engagement in the “story.” Jurors will also differ in 
the way they respond to aural, as opposed to visual information.
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Opening statements are critical to the outcome of a case since they provide initial 
impressions and also a framework for the jury into which they often incorporate all 
subsequent evidence. The opening statement is both a story and a theory of the case. 
Plaintiff attorneys will often outline a case based on commonly accepted notions of 
right and wrong behaviors or “rules of the road” [12]. The “rules of the road” strat-
egy is to deflect the focus of the jury to the large volume of potentially confusing 
and conflicting information and to focus on commonly accepted undisputable stan-
dards of behavior. Nonetheless, opening statements should not be argumentative 
and “do no more than to inform the jury in a general way of the nature of the action 
and defense so that they may better be prepared to understand the evidence” [13]. 
The plaintiff, who has the burden of proof, will open first, although courts may at 
their discretion change the order of the opening statements. The outcome of a trial 
is usually a result of the strength of one’s case rather than the weakness of the oppo-
nent’s case.

Following the opening statements, the prosecution, and then the defense will 
present their cases in chief. The plaintiff has the burden of proof with respect to the 
facts and the essential elements of the cause of action (duty, breach, causation, and 
damages) by a preponderance of the evidence standard. The plaintiff will call and 
examine witnesses under oath and introduce illustrative or demonstrative evidence. 
At times, the plaintiff will call the defendant physician as an adverse witness for a 
direct examination.

Good trial testimony tells a story and repeatedly reinforces the theme of the 
story. The theme, usually a short phrase, is what the jury will use to draw meaning 
from the testimony and to maintain a sense of direction during the trial. The wit-
nesses tell the story but the attorneys will guide the storytellers. How the story is 
received will have much to do with the demeanor of the storytellers, the credibility 
of the story, and the tone and cadence of the conversation between the attorney and 
the storyteller on stage (at trial). In a medical malpractice trial, the emotional ele-
ments can be overwhelming; the provider is accused and attacked on his or her 
knowledge, skill, or judgment, whereas the plaintiff may arrive visibly injured and 
tell a story of how his or her life has been forever altered. The use of drama can 
captivate and control a jury. Important elements of a story include the “who,” 
“when,” “what,” “where,” and “why.” Good stories have a beginning, a middle, and 
an end, again tied together with a theme.

In general, the person testifying will be introduced to the jury through questions 
posed by counsel. Stipulation refers to an agreement between attorneys concerning 
any matter, such as facts and issue, prior to a deposition or prior to trial. Common 
stipulations may include agreements to allow copies rather than original documents 
to be admitted into evidence or qualifications of a witness. The trial court judge has 
discretion to accept or reject any stipulation made by counsel. Stipulations can save 
a great deal of time; however, especially with qualifications of expert witnesses, 
stipulations may result in opportunities gained and lost.

The advance preparation of witnesses for trial, like for deposition, is an expecta-
tion. There are magic words that arise during testimony such as the reliability of a 
treatise, standards, or probable which should be defined in advance since their legal 
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implications may differ from common usage. Witnesses should have reviewed rel-
evant documents, including the depositions of opposing parties and those of experts. 
During direct examination, the attorney will question a witness they have called 
upon to testify; defense may call the defendant provider on direct exam; and simi-
larly plaintiff’s counsel may call the plaintiff on direct exam. Every question asked 
during a direct examination should have a purpose in relation to the theory of the 
case or the elements of the cause of action; often the questioning will follow the jury 
instructions for the action. Direct examination is the opportunity for the plaintiff, 
defendant, and witnesses to tell their stories through a logical sequence of open- 
ended (“non-leading”) questions. Direct examination is the chance to “humanize” 
the witness, establish their credibility, and develop a relationship between the wit-
ness and the jury. Questioning on direct examination is designed to elicit the back-
ground to the story and for the courtroom to collectively relive a reality from the 
testifying witness’ perspective.

Cross-examination is the examination of a witness by opposing counsel and 
occurs immediately after the conclusion of a direct examination. Cross-examination 
is composed of only leading questions. Leading questions are phrased so as to con-
tain the answer within the question. Examples of leading questions might include 
the following:

• You examined Ms. Jones, did you not?
• Ms. Jones complained of chest pain, didn’t she?
• It is true that one would order EKG on a patient with chest pain, isn’t it?
• You did not order an EKG on Ms. Jones at that time, did you?

During a cross-examination, counsel will not ask questions to which they do not 
already know the answer. In addition, the witness on cross-examination is prevented 
from elaboration or explanation. The presentation of anything other than a simple 
answer by the witness will be immediately interrupted by counsel. The questioning 
on cross-examination is highly structured and require simple answers, usually “yes” 
or “no.” A good cross-examination represents a yes-no logic diagram where the 
answers lead the witnesses’ testimony down a path to a desired end.

Following the completion of a cross-examination, counsel who called the wit-
ness may conduct

a redirect examination to allow for some clarification or explanation of the 
answers elicited from the witness during the cross-examination. The redirect exami-
nation is an opportunity to “rehabilitate” a witness and to rebut or clarify potentially 
inconsistent or misspoken testimony, rebut evidence, or address insinuations or 
inferences which may have been raised during cross-examination. The scope of 
redirect examination is limited to the scope of cross-examination and cannot be 
used to introduce new evidence or theories. Finally, the redirect examination occurs 
only at the discretion of the judge.

Impeachment of a witness occurs when an attorney notes an inconsistency in 
statements made at deposition or at prior testimony, with what is stated in court 
under oath. Counsel will not usually impeach his or her own witness.
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Objections will be common at trial; sometimes for strategic reasons, an attorney 
may choose not object when an objection would otherwise be reasonable. Rules of 
evidence govern what may and may not be considered when the jury decides the 
outcome of a case. The reasons behind objections are many and may include rele-
vance, hearsay, leading, asked and answered/repetitious, speculation, and argumen-
tative, for example. Following an objection, the judge will rule as to the objection: 
an objection is “sustained when the judge upholds the objection and disallows the 
question, testimony, or evidence; an objection is ‘overruled’ when the judge does 
not uphold the objection and allows the question, testimony, or evidence to proceed. 
In general, following an objection, the judge will help the witness by asking him or 
her to proceed. Nonetheless, with objections ‘a bell once rung cannot be unrung,” 
and even if the testimony is overruled or stricken from the record, the jury will have 
heard it.

The admissibility of evidence requires authenticity and materiality; however, in 
order to be admissible, the probative value of the evidence must outweigh any 
potential to prejudice or bias the proceedings. The rules of evidence govern the 
admissibility of evidence, and evidence must be introduced after a foundation is laid 
by counsel for the proof it would offer. Evidence at trial may be (1) real, (2) demon-
strative, (3) documentary, or (4) testimonial. Real evidence is physical evidence. 
Demonstrative evidence is illustrative usually in the form of charts and diagrams. 
Documentary evidence include chart entries, letters, or other documents in physical 
or electronic form. Testimonial evidence is related by testimony. Courtroom exhib-
its include models, machines, diagrams, charts, photographs, videos, or anything 
else, other than testimony which may be presented at trial. Today’s courtrooms are 
increasingly sophisticated with respect to technology, and many have not only large 
video screens to allow projection to the entire courtroom but also individual screens 
from of the jury members, the judge, and the counsel, to allow for close-up and 
undistracted viewing. Exhibits need to be admitted through a foundation to ensure 
relevance and through a strict procedural process.

Expert witnesses are necessary to help judges and juries interpret complex fields 
of knowledge wherein the expert has a specialized knowledge that will assist the 
court in its understanding of the issues in a case. The Federal Rules of Evidence 
[14] state:

A witness who is qualified as an expert by knowledge, skill, experience, training, or educa-
tion may testify in the form of an opinion or otherwise if:
 (a) the expert’s scientific, technical, or other specialized knowledge will help the trier of 

fact to understand the evidence or to determine a fact in issue;
 (b) the testimony is based on sufficient facts or data;
 (c) the testimony is the product of reliable principles and methods; and,
 (d) the expert has reliably applied the principles and methods to the facts of the case.

Federal Rules of Evidence. Rule 702. Testimony by Expert Witnesses. 2017.
US Courts will use either the Frye [15] or Daubert [16] standards to qualify an 

expert witness; Daubert is the federal standard, and Frye still remains in effect in 
many states, such as NY. Under the Frye standard, the only inquiry for the trial court 
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is whether the scientific techniques used are generally accepted by other scientists 
as reliable. The Daubert standard considers the validity of a scientific methodology 
by weighing: (1) whether the theory or technique in question can be and has been 
tested; (2) whether it has been subjected to peer review and publication; (3) its 
known or potential error rate; (4) the existence and maintenance of standards con-
trolling its operation; and (5) whether it has attracted widespread acceptance within 
a relevant scientific community [17]. Accordingly, experts may testify about their 
conclusions in a case so long as their analysis is scientifically sound. In reaching 
their conclusions, experts can rely on information that similar professionals nor-
mally rely upon and draw inferences and conclusions of the elements of a cause of 
action, regarding especially: (1) delineation of the applicable standard of care and 
(2) determination of whether the defendant provider deviated from the applicable 
standard of care and whether the deviation proximately caused the injuries to the 
plaintiff. Additional experts may be called to help with discovery such as computer 
forensic experts; and additional experts commonly called upon at trial to assess 
damages and determine a fair monetary award as damages include physiatrists and 
vocational experts to determine the level of functioning and prognosis; psycholo-
gists to assess the impact of pain and suffering; and economists to help determine 
lost wage and opportunities, the costs of future care, and other expenses.

The closing argument is an argument, not simply a summary. The closing argu-
ment will be a logical reiteration of key facts together with reasonable inferences. 
Frequently the closing argument will include key portions of the jury instructions 
and a discussion of the necessary burden of proof with a lay translation of the mean-
ing of “preponderance of the evidence.” The closing argument is part theory, theme, 
facts, expert opinion, the law, and reasonable inference.

The exact wording of jury instructions in a civil trial may vary by jurisdiction and 
is a statement of the law, read to the jury at the conclusion of a trial by the judge, and 
an iteration of the burden of proof. In some cases, the jury instructions may have been 
partially discussed at opening and closing arguments by counsel; however, here the 
judge reads the instructions aloud to the jury. Publications of Pattern Jury Instructions 
or PJIs are available by jurisdiction. Requests for the use of one of the potential alter-
nate wordings of jury instruction may be requested by counsel, but not necessarily 
honored by the court. One of the jurors will be elected to the role of foreperson or 
presiding juror. The bailiff will ensure that there is no communication with the jury 
during deliberations. Following the jury charge, the jury will deliberate and return a 
verdict. If the jurors cannot agree on a verdict, a hung jury results, leading to a mis-
trial; in such a rare case, the case may be retried at a later date before a new jury.

 Post-Trial

In general, the non-prevailing party in a lawsuit may seek to appeal the final verdict 
to a higher court; however there must be grounds for an appeal, beyond that of an 
adverse verdict. State and federal appeal courts review the decisions of lower trial 
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courts, depending on the court of prior jurisdiction. Appellate courts will review the 
evidence, the application of the laws, and the findings of a lower court to determine 
if the determination made by the lower court was reasonable. The reviewing appel-
late court also will review the lower court’s record for “reversible errors” such as 
rulings on objections, evidentiary rulings, or other procedural errors.

 Conclusions

Lawsuits are intimidating to providers since the emotional impact of an accusation 
can be devastating to a conscientious provider who has had a poor clinical outcome; 
the courtroom is a foreign place, where the persons and procedures are unfamiliar. 
In the event of a poor outcome, early involvement of risk management and counsel 
can be helpful to advise and guide even if a lawsuit has not been filed. Evidence 
should be preserved, often in accordance with protocols, especially if the evidence 
may be evanescent. Providers must be careful to not discuss the case with anyone, 
since in some states, even peer-reviewed statutes offer only superficial protection. 
Providers should choose their counsel carefully, consider the engagement of a con-
sulting attorney where it may be potentially useful, and work closely with their 
counsel to help prepare every aspect of their defense.
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Chapter 6
Regulation of Provider Practice: State 
Oversight, Licensing, Credentialing, Peer 
Review, and the National Practitioner Data 
Bank

James E. Szalados

 Licensing of Healthcare Professionals

Licensure may be generally defined as the process by which a regulatory body or 
agency attests and certifies that a healthcare practitioner meets the standard require-
ments to practice a specific profession within the state issuing the license. State 
constitutions contain enabling acts which are the legislative basis for boards; these 
acts or statutes define the board missions, define the grounds for discipline, and 
establish sanctions. Statutes which define and regulate the licensing of healthcare 
providers are state-specific and are justified on the basis of states’ interests to regu-
late the behaviors within their boundaries for the promotion and maintenance of the 
health, safety, morals, and general welfare of their citizens. State statutes will define 
the particulars of, for example, requirements for licensure, criteria for licensure 
renewal, scope of practice, and the mechanisms for quality oversight and the pro-
cesses by which actions such as review, sanction, probation, or revocation of licen-
sure are conducted.

 State Board Oversight of Medical Practice

State medical licenses are considered to be “undifferentiated” which means that 
medical licensure is not specialty or practice focus-based, and, in general, a board 
certification in a medical specialty is not an absolute requirement for medical 
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licensure. State medical boards are state-level agencies, authorized by state consti-
tution and statutes, which serve the public through the oversight of medical practice 
within that state [1]. Approximately 70 state and territorial medical boards regulate 
the practices of medicine within their borders at present. Medical licensure is also 
not transferrable between the states; each state sets its own rules, regulations, and 
process for licensure. Nonetheless, there is some level of reciprocity between some 
states through the Interstate Medical Licensure Compact (IMLC). The IMLC is a 
process by which a physician holding a valid medical license in one of the partici-
pating states can obtain a license in another participating state through a simplified 
procedure. Although the IMLC creates a simplified pathway for licensure through 
reciprocity, it does not otherwise change the requirements and standards for licen-
sure and does not modify any of the participating states’ Medical Practice Acts [2].

Professional practice, granted through state licensure, is a privilege and is not a 
right. Thus, a duly educated, trained, and certified individual has neither a right to 
licensure nor a right to practice their profession without state approval. The laws 
and regulations of each state specify the rights and responsibilities of practitioners 
and those of the board; these laws and regulations are well defined within individual 
state statutes, commonly referred to as the state Medical Practice Act. Boards are 
accorded broad state agency powers to interpret and enforce the Medical Practice 
Act. It is widely held that professional disciplinary boards meet two complementary 
public policy purposes: (1) to protect the public and (2) to protect the standing of the 
profession in the eyes of the public. Thus, character-based misconduct, albeit unre-
lated to professional capabilities, may cause public mistrust of the profession, which 
in turn reflects on the state Board. The standing of a profession in the eyes of the 
public is vital to the element of trust that is at the core of professional relationships; 
without trust, patients would be hesitant to seek healthcare [3]. Boards which over-
see a group of professionals will almost uniformly have leadership or representation 
profession, either as a board chair or a chair of its operating committees; often such 
professional leadership is mandated by statute in the relevant practice act. Licensing 
statutes are a mechanism for physicians to control entry into the medical profession, 
enforce disciplinary actions against their colleagues, and control the delivery of 
healthcare to the community. Professional oversight is considered important because 
it is widely recognized that “the lay public is incapable of evaluating the quality of 
medical services” and that only the “professionals themselves have sufficient con-
trol over specialized knowledge required for such an evaluation” [4]. Therefore, the 
protection of the public is generally recognized as the main rationale for the state 
medical boards [5].

 Unauthorized Practice of Medicine

One mechanism by which states regulate the quality of medical care provided is 
through medical licensure. A legal definition for the unauthorized practice of medi-
cine might be “a person providing medical advice or treatment without a medical 
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license.” The unauthorized practice of medicine may include diagnosis, treatment, 
or the prescribing of medications, is illegal in all states, and may subject violators to 
criminal and civil liability. In 1889, the US Supreme Court in Dent v. West Virginia 
unanimously held that states could regulate medicine, and other professions, via 
professional licensing boards [6]. Dent resulted in the delegation of wide discretion 
to the states with respect to the content and enforcement of medical licensing laws, 
subject to state and federal constitutional law protections. Subsequently, the US 
Supreme Court, in Hawker v. New York, further clarified that states could regulate 
professional licensees by adding new qualifications, which could be applied to those 
who had previously been licensed and were in practice as well as new applicants. 
The ruling in Dent also reinforced the precepts that states had the authority to revoke 
professional licensure based on a conviction that supported a reasonable belief of an 
applicant’s or licensee’s poor moral character [7].

In Board of Medical Quality Assurance v. Andrews [8], the Religious School of 
Natural Hygiene (RSNH), a healing church which operated the California Health 
Sanctuary near Hollister, California, provided supervised fasting for those “who 
seek health restoration, knowledge of health maintenance and experience in health-
ful living.” Business cards stated that the organization specifically did not use drugs, 
medicines, vaccinations, blood transfusions, or X-rays. Nonetheless, the organiza-
tion articulated a philosophy that many physical conditions could be cured by 
undergoing supervised periods of fasting. RSNH was brought to the attention of the 
California Board of Medical Quality Assurance (Board) on appeal from a trial court 
which had determined that pursuant to Business and Professions Code § 125.5 1, 
RSNH had engaged in the unlawful practice of medicine. The board issued an 
injunction against RSNH and upheld the decision of the trial court. Appellants then 
challenged the ruling and the injunction based on an argument that the board and its 
position infringed the constitutional rights of RSNH to a free exercise of religion 
under the First Amendment. The board determined that:

First, there is no evidence that [the] statute was meant to confer protection for religious 
practices beyond that already conferred by the free exercise clause of the United States 
Constitution. The absence of any such evidence is itself persuasive of the contrary conclu-
sion. This is so because to confer such extraordinary protection by means of the unusual 
route of an exemption from a licensing scheme would be a remarkable exercise of legisla-
tive power. Statutes conferring exemptions from regulatory schemes are narrowly con-
strued. … Here what is involved is not faith healing but the practice of medicine, and 
therefore the exemption does not apply.  The record here is replete with examples of appel-
lants’ conduct in purporting to have special knowledge of the body’s physical symptoms 
and needs and further undertaking to diagnose ailments and to prescribe treatment for those 
ills. The conduct and the treatment goes far beyond prayer and reliance on divine 
intervention.

In the case of Board of Medical Quality Assurance v. Andrews, the state board of 
medicine exercised its jurisdiction not only over matters specifically pertaining to 
the practice of medicine but also “activities that are customarily performed by 
licensed providers” even where similar activities might otherwise be constitution-
ally protected (such as freedom of speech or religion). A similar finding was reached 
in North Carolina in the case of State v. Nelson, where an unlicensed iridologist 
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prescribed colonic irrigations to the public. This case underscores the broad reach 
of Medical Practice Act powers in the protection of the public [9].

More recently, in Brooks v. Tex. Med. Board [10], the Texas Medical Board 
issued a cease-and-desist order to a chiropractor, Brooks, after determining that she 
had engaged in the unlicensed practice of medicine through offerings of treatments 
on her website, which exceeded the scope of practice for chiropractic. Brooks’ web-
site identified her as a “biomedical doctor,” “board certified pediatric chiropractor,” 
“craniosacral therapist,” and “one of only a few pediatric biomedical doctors in the 
area.” Brooks’ website went on to state that Brooks engaged in “mentoring and 
consulting other physicians and practitioners,” that she “assists her patients in 
achieving optimum health by utilizing biomedical and functional medicine,” was 
concerned about “dysfunction in the body” rather than “the label of the disease;” 
and that she focused on “diagnosing the cause of the problem rather than treating 
just the symptoms.” Listed “Services” offered by Brooks included autism, craniosa-
cral therapy, chiropractic, pediatric nutrition, and biomedical intervention. In 
response to a complaint, the board conducted an investigation and convened a disci-
plinary panel of board representatives which resulted in a cease-and-desist hearing. 
Brooks challenged that order by filing suit in a Travis County district court which 
then affirmed the Board’s decision; and Brooks appealed. In its consideration of the 
evidence, the appellate court noted that chiropractors, when using their names on 
any written or printed professional identification, must designate the healing art that 
they are licensed to practice by using either “chiropractor,” “doctor, D.C.,” “doctor 
of chiropractic,” or “D.C.,” and here, Brooks had identified herself as a “biomedical 
doctor” and, moreover, “one of only a few pediatric biomedical doctors in the area.” 
Further, the court noted that Brooks’ website implied that she was a physician 
through references to her “mentoring and consulting other physicians and practitio-
ners” [emphasis added]. Brooks also contended, in her appeal, that the district court 
had erred in concluding that the Board’s order “was not made through unlawful 
procedure, was not in excess of statutory authority, and does not violate any statu-
tory or constitutional provision.” Specifically Brooks argued that her cease-and-
desist order was the result of an improper hearing before the board rather than the 
State Office of Administrative Hearings (SOAH); the court again also ruled against 
Brooks citing the precise language of the state statute with respect to the procedural 
requirements.

In the case of State v. Pac. Health Ctr., [11] a practitioner of “Qi,” the Oriental 
medicine concept of managing energy flow in the body using electrodermal testing 
(“EDT”), offered his services to “diagnose” physical conditions and then provided 
remedies, such as dietary changes, nutritional supplements, homeopathic mixtures, 
and herbs, to “treat” such conditions. The appellate court in its ruling stated, in part:

Whether a person is engaged in the practice of medicine within the meaning of [Washington 
law] and is, therefore, required to have a valid license under [Washington law] depends on 
the facts of the case and not on the name of the procedure employed, the origin of the pro-
cedure, or a legislative lack of clairvoyance…. Using EDT as an instrumentality to deter-
mine, or ‘diagnose,’ medical conditions in a patient and then recommending and selling 
specific remedies to that person to address those conditions are practices that unquestion-
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ably fall within the valid police power the legislature exercised when it regulated the prac-
tice of medicine.

State v. Pac. Health Ctr., Inc., at 166–167

Thus, a substantial amount of court litigation resulting from state medical board 
actions is based on decisions regarding “the practice of medicine” and “scope of 
practice.” [See also Chap. 7.] It is clear that the medical boards must protect the 
public from non-providers claiming to offer diagnostic and therapeutic services 
which are traditionally or specifically under the purview of the practice of medicine. 
The scope of practice of advanced practice providers continues to evolve; however, 
where medical services are advertised or offered by naturopaths [12], homeopaths, 
iridologists [13], alternative medical treatments, acupuncturists [14], or even chiro-
practors, the state boards of medicine is authorized to, has, and will likely exercise 
its jurisdictional authority.

There is a split in the courts regarding the issue of whether the medical director 
of an insurance company or health plan is practicing medicine under his or her uti-
lization review function in the course of coverage/coverage denial decisions. In 
1999, the Ohio Attorney General determined that physicians performing utilization 
review for insurance companies are not practicing medicine, and therefore the deci-
sions of medical directors in Ohio were beyond the disciplinary reach of the Ohio 
State Medical Board [15].

On the other hand, in Murphy v. Board of Medical Examiners of the State of 
Arizona [16], the Arizona Court of Appeals held that a medical director’s conduct 
was in fact subject to review by the Board of Medical Examiners to the extent that 
he or she makes medical decisions regarding “medical necessity.” Murphy is a lead 
case which directly addressed the question of whether a medical director in an 
MCO is practicing medicine when that medical director is prospectively reviewing 
a treatment, for medical necessity, when that treatment was recommended by the 
patient’s provider. In Murphy, the medical director of Arizona’s Blue Cross and 
Blue Shield plans refused to authorize gall bladder surgery on a patient, finding it 
was not “medically necessary” after reviewing the patient’s medical records, 
thereby contradicting the advice of the patient’s surgeon. After the pathology sub-
stantiated the need for surgery, the patient filed a complaint with the state Insurance 
Department alleging that Blue Cross failed to honor its subscriber contract; this 
complaint was dismissed. The surgeon then filed a complaint against Murphy with 
the Arizona Board of Medical Examiners, alleging that Murphy’s coverage denial 
constituted “unprofessional conduct” and “medical incompetence” and that it 
interfered with the physician- patient relationship. The board investigated and 
issued an “advisory letter of concern” to Dr. Murphy citing “an inappropriate medi-
cal decision which could have caused harm to a patient.” Murphy then appealed the 
decision of the board in court where the trial court held that the board had the right 
to determine if Murphy’s decision was medically reasonable. On appeal, the appel-
late court affirmed the jurisdiction of the board to review Murphy’s medical deci-
sions, since he was a state- licensed physician, citing the Blue Cross subscriber 
contract which read, in part:

6 Regulation of Provider Practice: State Oversight, Licensing, Credentialing, Peer…



142

. . . Dr. Murphy is an employee who makes medical decisions for his employer on whether 
surgeries or other non-experimental procedures are medically necessary. Such decisions are 
not insurance decisions but rather medical decisions because they require Dr. Murphy to 
determine whether the procedure is “appropriate for the symptoms and diagnosis of the 
condition,” whether it is to be “provided for the diagnosis” care or treatment and whether it 
is “in accordance with standards of good medical practice in Arizona.”

949 P2d at 536

Finally, in the DC case of Morris v. Dist. of Col. Bd. of Medicine, the District of 
Columbia Court of Appeals reached a different decision but on a substantially dif-
ferent fact pattern. Here, Morris, a physician licensed in Maryland but not in DC, 
was employed as medical director of Blue Cross in DC. Subsequently, some 2 years 
after beginning his employment, the District of Columbia Board of Medicine noti-
fied the President and CEO of Blue Cross that Morris had not obtained a license to 
practice in the district and that he should either complete an application or “cease 
and desist from the unlicensed practice of medicine.” Simultaneously, the board 
assessed Morris with a fine of $3600 and warned of disciplinary action. Since 
Morris contested the decision, the board served Morris with a letter stating its intent 
to deny Morris’ licensure application. Testimony at the hearing established that 
Blue Cross did not require a license to practice medicine for a person to perform Dr. 
Morris’s functions; in addition, in this case, the medical director participated solely 
in post-treatment certification, participated in a committee hearing which reviewed 
the individual cases but was not a voting member of the committee, and reviewed 
the committee’s decisions but only for purposes of clarity. The Board, despite its 
conclusion that Dr. Morris had practiced medicine during the relevant time, found 
that “[t]he duties and responsibilities of [his] position were exclusively administra-
tive.” Here, based on the specific facts of this case, the court found that Morris was 
not engaged in the practice of medicine while performing his administrative duties 
at Blue Cross.

On the record of this case, however, no substantial evidence supports the finding that Dr. 
Morris practiced medicine during the time alleged. A contrary determination would subject 
a person in Dr. Morris’s position not just to denial of a license and a civil fine, but also to 
the possibility of criminal punishment. See § 2-3310.7. And that could be so even if the 
person were not a trained physician such as Dr. Morris but, say, a business executive expe-
rienced in medical administration. Hence, the deference this court owes the Board’s inter-
pretation of the statute must be accompanied by concern that an overbroad reading of 
“practice of medicine” would be a trap for the unwary.

Morris v. Dist. of Col. Bd. of Medicine at 368

 Unauthorized Practice of Nursing

Nursing is a licensed profession subject to laws and regulations similar to those 
applicable to medicine. Nursing Practice Acts parallel the Medical Practice Acts 
and establish the requirements for licensure, scope of practice, grounds and proce-
dures for discipline, and the penalties pertaining to the practice of nursing within a 
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particular state. The practice of nursing without a license is a crime, generally a 
misdemeanor; however, felony charges may be possible in some states. The training 
of nurses may endorse different specialties and practice styles; some states may 
recognize additional nursing certifications beyond that of the basic registered nurse 
license, but some do not. In addition to the state boards of medicine, the state boards 
of nursing examiners have also enforced actions against the unauthorized practice 
of medicine by nurses. Thus, nurses are subject to potential discipline for the unau-
thorized practice of medicine; however, lay persons and others are potentially sub-
ject to prosecution for the unauthorized practice of nursing.

Although the traditional nurse licensing statutes portrayed nursing practice as a 
profession that required the supervision or direction of a physician, the contempo-
rary recognized scope of nursing practice has become broader to establish nursing 
as a profession providing independent nursing diagnosis and treatment and the exer-
cise of independent nursing judgment.

The issue of whether the practice of midwifery in fact falls within the scope of 
medical practice and therefore prohibited to any but licensed providers has been 
extensively litigated. In the case of Leigh v. Board of Registration in Nursing [17], 
the Supreme Court of Massachusetts upheld the disciplinary actions imposed by the 
Board of Registration in Nursing which had concluded that the alleged violations 
constituted “gross misconduct in the practice of nursing.” Here, Leigh was a profes-
sional midwife who attends women at normal, uncomplicated, home births, the 
Board of Nursing regulated “nurses practicing in the expanding role,” and the 
"Nurse Midwife” represented one such expanded role. The Board’s regulations 
mandated certification requirements for nurses to practice as a nurse midwife. 
Leigh, not certified as a nurse midwife, contended that she practiced as a “lay mid-
wife,” for which no regulations were established, and was therefore not subject to 
the Board’s regulations. The court rejected Leigh’s claims.

 The Process of Disciplinary Actions of State Medical (and 
Nursing Boards)

Discipline of licensees is a substantial function of boards. Disciplinary board actions 
against physicians, pharmacists, providers, and other healthcare professionals are 
not malpractice actions, although the two may co-exist simultaneously or in 
sequence. Thus, it is critical to realize that disciplinary actions may not be covered 
under professional liability insurance policies, although some carriers do offer 
optional riders for such coverage. Disciplinary board actions against professionals 
generally do not presume innocence at the onset; rather, in contradistinction to judi-
cial process, the proceedings by which disciplinary boards conduct investigations 
and gather evidence and witnesses are vastly different from malpractice actions 
(Table 6.1).
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Health professionals should also realize that the consequences of disciplinary 
actions by a state licensing or professional regulatory board are significantly more 
serious than professional malpractice since board actions affect licensure and there-
fore one’s ability to practice and earn a living in one’s profession. Disciplinary 
actions related to unprofessional or criminal misconduct are much more straightfor-
ward for a board to pursue than issues which are based on challenges to professional 
competence [18]. Penalties imposed by licensing boards include censure, repri-
mand, fines, license suspension, probation, or license revocation.

Disciplinary boards are comprised of investigators and medical coordinators, 
who investigate and evaluate complaints, attorneys who prosecute cases, and admin-
istrative law judges who preside over hearings and support staff. Almost uniformly, 
states require representation by some number of lay members on the Disciplinary 
Board, partly on the theory that lay people are more likely to hold professionals 
accountable. Disciplinary boards often include other peer and frequently the chair is 
a physician. Grounds for professional discipline by state boards include impair-
ment, practicing without a license, and a general category of actions labeled “unpro-
fessional conduct.” Definitions of “professional misconduct” will vary by jurisdiction 
and by profession. Professional misconduct may range, for example, from profes-
sional conduct that is “fraudulent, grossly negligent, grossly incompetent” so as to 
arguably render a licensee “professionally incompetent” or “morally unfit” to prac-
tice under his or her license; a pattern of complaints, malpractice, or other similar 
quality concerns; failure to maintain adequate medical records; the ordering of 
excessive tests and treatments; failure to respond to board correspondence; or fail-
ure to wear one’s identification badge. For example, a list of violations which con-
stitute professional misconduct in the State of New York are listed in Table 6.2. 
Each state will define its own bases for misconduct; however, states also reciprocate 
with each other, so that where one has been found in violation of misconduct defini-
tions in one state, other states will use that sanction to enforce their own restrictions. 
In the case of Haley v. Medical Disciplinary Board, the Supreme Court of Washington 
determined that a physician’s sexual conduct with his patient indicates a “lack of 
trustworthiness,” increasing a “reasonable apprehension” that he may “abuse the 
trust inherent in professional status” [19]. The case of In re Kindschi [20] addresses 
a situation where the Medical Board of Washington had suspended a physician’s 
license to practice medicine after he was convicted of tax fraud; although the tax 
fraud was not specifically related to the physician’s diagnosis, care, or treatment of 
any patient, the court nonetheless adopted a broad view of improper conduct and the 
professional practice.

Administrative agencies must follow fair procedures and provide due process. 
The principle of substantive due process derives from the Constitution. In Dent, the 
Supreme Court stated that when challenging a licensee’s ability to practice, disci-
plinary actions must be clear and detailed while showing common sense rationality 
[21]. The 14th Amendment of the US Constitution § 1 states that:

All persons born or naturalized in the United States, and subject to the jurisdiction thereof, 
are citizens of the United States and of the state wherein they reside. No state shall make or 
enforce any law which shall abridge the privileges or immunities of citizens of the United 
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Table 6.1 Comparison of legal and disciplinary processes

Process Legal action Board action

Event Cause of action arising from discrete 
diagnostic or therapeutic encounter

Complaint Plaintiff
Matter of public domain
Defendant on notice through service of 
process at onset
Complaint details of allegations and 
relief sought

Complainant (or board survey)
Public domain: allegations 
posed on website
Defendant need not be on notice
Nature of allegations need not 
be disclosed to the accused

Discovery Rules governing discovery outlined in 
Rules of Civil Procedure, Rules of 
Evidence, or similar documents

“Informal” discussions or 
conversations with investigators 
are admissible
Anything considered relevant 
may be introduced

Representation Self or attorney Self or attorney
Adjudication Court usually as jury trial Administrative hearing by a 

Hearing Committee of the 
Board

Location of hearing Courtroom Board offices
Boardroom
Hotel conference room

Rules of Evidence 
at trial or hearing

Rules of Evidence
Hearsay prohibited
Plaintiff present
Evidence and witnesses generally 
known and disclosed

Wide range of admissible 
evidence
Any similar cases or complaints
Evidence and witnesses may or 
may not or be disclosed
Complainant need not attend
Hearsay permitted
Confidential testimony 
permitted
Human resources, employment, 
quality assurance files, etc.

Pre-trial or 
pre-hearing 
outcomes

Settlement
Discontinuation
Dismissal

Discontinuation
Consent Agreement or 
Non-Disciplinary Order of 
Consent (NDOC)

Potential penalties Financial (generally as insurer 
indemnification)
National Practitioner Data Bank 
(NPDB) reporting
Credentialing reporting

Licensure censure, reprimand, 
sanction, revocation
Stipulation of additional 
education, proctoring, or 
supervision
Monetary fines
NPDB reporting
Credentialing reporting
Potential exclusion from 
federally funded payment 
programs or insurer panels

Appeal Courts of Appeal Administrative Court
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States; nor shall any state deprive any person of life, liberty, or property, without due pro-
cess of law; nor deny to any person within its jurisdiction the equal protection of the laws.

State courts have further recognized that professional regulation must follow due 
process. In the NY case of Barsky v. Board of Regents of University of State of 
New York [22], the US Supreme Court opined that:

It is one thing thus to recognize the freedom which the Constitution wisely leaves to the 
States in regulating the professions. It is quite another thing, however, to sanction a State’s 
deprivation or partial destruction of a man’s professional life on grounds having no possible 
relation to fitness, intellectual or moral, to pursue his profession. Implicit in the grant of 
discretion to a State’s medical board is the qualification that it must not exercise its super-
visory powers on arbitrary, whimsical or irrational considerations. A license cannot be 
revoked because a man is red-headed or because he was divorced, except for a calling, if 
such there be, for which red-headedness or an unbroken marriage may have some rational 
bearing. If a State licensing agency lays bare its arbitrary action, or if the State law explic-
itly allows it to act arbitrarily, that is precisely the kind of State action which the Due 
Process Clause forbids.

The implications of due process increase as the potential severity of the disciplinary 
action increases; the greater the potential penalty, the greater the due process 
implication.

 The Complaint Process

The states of board complaint resolution are composed of four main stages: (1) intake, 
(2) investigation, (3) pre-hearing preparations, and (4) and the administrative hearing. 
The exact process by which state boards provide oversight and discipline varies by 
state. Allegations or suspicions of misconduct may originate, confidentially, from 
almost any source, including the general public, hospital administration, or col-
leagues [23]. In general, complaints are generated mostly from patients, former 
patients, and their friends and family members who report being treated poorly. Many 
states have provisions in their laws and regulations that govern professionals so that 
other licensed health professionals are legally required to report colleagues whom 
they suspect may be guilty of misconduct, unprofessional conduct, or impairment. In 
many states, an abject failure to report suspected instances of misconduct itself is 
misconduct. Reports by colleagues may also be channeled through a hospital com-
mittee, a local or state medical society, or a professional practice association, who 
then are similarly mandated to pass such a report to the state. At least one study has 
suggested that disciplinary action among practicing physicians by medical boards is 
strongly associated with unprofessional behaviors while in medical school [24].

Once an allegation is made against a professional, it may be immediately made 
public, often posted on the board’s website, even before any investigation, hearing, or 
board decision has occurred. In general, even if the preliminary investigations fail to 
produce evidence to proceed with further investigations and a hearing, and the case is 
closed, the record of the investigation will remain in board files for future reference.
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 The Process of Disciplinary Boards

Discovery is the process by which evidence is gathered in preparation for a trial or 
an administrative hearing. In a criminal or civil action, plaintiff’s counsel or prose-
cutors must conform to rules by which evidence is gathered. For example, in a 
criminal trial, investigative errors such as failures to obtain warrants or administer a 
Miranda warning will result in that evidence being inadmissible; moreover all future 
evidence stemming from improperly obtained evidence will be inadmissible as 
stemming from “the fruit of a poisoned tree.” Similarly, civil actions, such as mal-
practice, the rules regarding interrogatories, subpoenas, witness testimony, deposi-
tions, and the scope of discovery, are limited by the Rules of Civil Procedure and the 
Rules of Evidence. Board investigation, following the initial intake, may or may not 
require review by a medical consultant.

Complaints are referred to investigators and staff of the disciplinary board who 
often have a professional background in healthcare or law and who will interview 
the professional by telephone or in person. Although such interviews may appear 
informal in the eyes of the professional, they are actually often taped or transcribed 
without the professional being made aware, and those statements may be later intro-
duced into evidence. Nonetheless, licensees must cooperate with board investiga-
tions, and failure to do so may constitute professional misconduct in itself. 
Nonetheless, licensees may invoke their right to consult with counsel before speak-
ing with a board investigator.

During the pre-hearing process, the board will make a decision as to whether to 
discontinue an investigated case, to issue a letter of warning, or to render another 
non-prejudicial action. If the board chooses to proceed with charges against the 
professional, based on probable cause, the professional must be then notified of 
such charges under due process. The prosecutorial staff may or may not be those 
that conducted the investigation.

 Scope of Practice

State laws and regulations define legal scopes of practice for healthcare practitio-
ners. The term “scope of practice” refers to the breadth and extent of privileges 
permitted by state law for a given class of health professional based on specific 
criteria such as education, training, experience, and special additional qualifica-
tions. Scope of practice for physicians, like licensure, is undifferentiated. The laws 
of most state laws permit physicians to perform any of the duties associated with the 
practice of medicine, including those duties that would otherwise fall to other allied 
health support staff [25] such as nurses, therapists, or nutritionists. It is necessary to 
distinguish between “professional scope of practice” and “legal scope of practice.” 
Professional scope of practice, sometimes referred to as “professional competence,” 
relies on each profession to describe the functions its members are trained and 
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competent to perform. Such “professional competence” may evolve and change 
with time to include new developments in science, technology, and practice norms. 
On the other hand, “legal scope of practice” refers to how individual state laws and 
regulations define the scope of services which may be provided by members of each 
profession [26]. Thus, a physician’s scope of practice is the sum of the relevant 
national certification bodies, state regulations, and hospital privileging and creden-
tialing bodies; and thus, in reality, physician scope of practice is more based on 
specialty training and certification rather than within the medical degree itself.

 Provider Credentialing and Privileging

Certification is a voluntary demonstration, by an individual or an institution, of suc-
cessful completion of a defined set of predetermined standards defined by a non- 
governmental body. With respect to individuals, certification usually refers to 
specialty board certification for physicians, nursing certifications such as CCRN or 
CCRC, advanced practice nursing certification, or National Commission certifica-
tion for physician assistants, for example. Certification by a national certifying body 
underscores the existence of a national standard of care for such professionals. 
Professional licensure is the process by which a governmental agency grants per-
mission to a qualified person to practice in his or her professing or occupation. 
Although certification is usually a prerequisite to licensure, it is not necessarily so. 
A licensed provider may practice within their scope of practice without necessarily 
being credentialed or privileged by any institution or system, especially if their 
practice is a private one and does not rely on third-party reimbursement. However, 
by and large, both certification and licensure are usually prerequisites to either pro-
vider status on a third-party payer (insurer or managed care organization) panel and 
medical staff membership at a healthcare institution.

Credentialing and privileging are not synonymous. Credentialing refers to a pro-
cess of credential verification, whereby an institution grants a privilege of medical 
staff membership, whereas privileging refers to an individual’s allowed scope of 
practice especially as it relates to permissions to admit and discharge patients, the 
population one may serve, and the procedures that he or she may perform at that 
institution. Thus, a provider credentialed at one institution may not be granted cre-
dentials at another similar nearby facility. Similarly, a provider privileged to per-
form a specific procedure at one institution at which he or she is credentialed may 
not be granted privileges at a similar nearby institution, even though he or she is 
otherwise duly credentialed there. Finally, peer review is a process whereby a pro-
vider’s performance is evaluated by his or her peers as a requisite to continued cre-
dentialing and privileging.

In general, the importance of the credentialing and privileging to hospitals and 
other healthcare institutions is threefold: (1) to protect patient safety through an 
oversight of the care provided at the institution, (2) to mitigate and manage liability 
and risk, and (3) to maintain accreditation and regulatory compliance mandates.
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 Hospital Staff Credentialing

Credentialing is the procedure whereby a healthcare entity, or a related organiza-
tion, formally determines whether a prospective licensed healthcare provider meets 
the minimum criteria for admission to the medical staff. Entities which perform 
credentialing include hospitals, clinics, ambulatory centers, medical groups, man-
aged care (MCO) and provider (PPO) organizations, and third-party payers (insur-
ers). The credentialing of providers for appointment to an entity’s medical staff is a 
procedural legal minefield with potential regulatory and liability implications for 
(1) the credentialing entity, (2) those serving on the evaluation committee(s), and 
(3) the provider submitting the credentialing application [27].

Prior to 1957, a hospital was largely immunized against liability for the actions 
of its employees under the Schloendorff Rule [28]. Under Schloendorff, if an 
employee caused a patient to be injured as part of a clinical act, the hospital was 
immune from liability, whereas if the patient was injured as a result of an adminis-
trative action, then the hospital could be found legally liable. The reasoning upon 
which the Schloendorff Rule was based argued that physicians and nurses func-
tioned as independent contractors when treating patients and their work involved the 
exercise of special skills that were beyond the control of the hospital. To a large 
extent, the Schloendorff Rule was based on the prevailing view of charitable immu-
nity to publically funded hospitals.

The 1957 landmark NY case of Bing v. Thunig [29] firmly established that hos-
pitals do, in fact, have a responsibility for the medical care received by patients. In 
Bing, a hospital-employed nurse spilled an inflammable antiseptic on the operating 
room sheets while an anesthetized patient was being prepared for surgery. When the 
surgeon engaged the cautery device, the sheets ignited and caused serious burn inju-
ries to the patient. The prevailing view at the time of Bing was that hospitals were 
charitable trusts deserving of special treatment under liability law and, thus, that 
holding hospitals liable for patient harm would constitute a misuse of public funds 
allocated to the hospitals. The Bing court reviewed and abolished the charitable 
immunity status of hospitals, establishing for the first time a rule of direct hospital 
liability, outside the boundaries of agency theory or employment. Specifically, the 
holding in Bing states that hospitals perform their mission through their doctors and 
nurses and that patients reasonably “expect” that the hospital as a whole will under-
take to care for them.

The conception that the hospital does not undertake to treat the patient, does not undertake 
to act through its doctors and nurses, but undertakes instead simply to procure them to act 
upon their own responsibility, no longer reflects the fact. Present-day hospitals, as their 
manner of operation plainly demonstrates, do far more than furnish facilities for treatment. 
They regularly employ on a salary basis a large staff of physicians, nurses and interns, as 
well as administrative and manual workers, and they charge patients for medical care and 
treatment, collecting for such services, if necessary, by legal action. Certainly, the person 
who avails himself of ‘hospital facilities’ expects that the hospital will attempt to cure him, 
not that its nurses or other employees will act on their own responsibility.

Bing, 143 N.E.2d at 8
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Darling v. Charleston Community Memorial Hospital [30] in 1965 set the legal 
precedent that a hospital could be held negligent for a failure to assess or monitor 
the competency of the medical staff.

At the core of the Illinois Supreme Court’s decision is its holding, for the first time ever, that 
hospital entities themselves, acting through both their employees and independent (non- 
employed) medical staff members, undertake to treat patients and that in their capacity as 
providers of care, hospitals owe separate duties of care to their patients directly (hence, 
“direct liability”) which, if violated, will result in liability for the hospital entity. These 
direct duties of care owed by hospitals are in addition to the vicarious liability exposures 
hospitals have under the doctrine of respondeat superior for their agents’ breaches of other 
independent duties of care owed by those agents to patients (typically having to do with the 
standards of hands-on medical or clinical care). [31]

Hospitals therefore began a process whereby physicians would be subject to a pro-
cess of credential verification as a condition to medical staff membership. However, 
three key legal issues associated with credentialing duties arose: (1) the confidenti-
ality of credentialing and peer review information, (2) restraint of trade issues, and 
(3) scope of immunity. Physicians denied with medical staff privileges then brought 
litigation against hospitals relying on the Sherman Act and state antitrust laws 
claiming that the credentialing process constituted an anti-competitive and poten-
tially collusive practice of restraint of trade. The likelihood that credentialing has 
and continues to be used as a means for physicians to limit competition at their 
respective institutions, especially smaller institutions with few but powerful legacy 
medical staff members, is a certainty. Moreover, credentialing decisions are increas-
ingly complicated by economic and quasi-economic pressures (“economic creden-
tialing”); these may include, for example, (1) DRG and case mix index profiles, (2) 
average length of stay, (3) pay for performance data, and (4) economic performance. 
The AMA strongly opposes privileging or credentialing decisions based on eco-
nomic factors.

Thus, credentialing is not a perfect mechanism because it was controlled by phy-
sicians whose personal interests were sometimes at odds with the hospital’s inter-
ests. In 1986, the Congress enacted the Health Care Quality Improvement Act 
(HCQIA) which provided physicians involved in credentialing, privileging, and 
peer review activities a layer of immunity against retaliation for a negative peer 
review. The HCQIA confers a qualified procedural confidentiality and a qualified 
limited immunity to members of a professional review body, except in cases of 
alleged civil rights violation, antitrust cases, and alleged violations of Americans 
with Disabilities Act (ADA) and/or the Age Discrimination in Employment Act 
(ADEA) statutes.

The courts will, in general, respect the decisions of the credentialing body in the 
absence of a convincing evidence of discriminatory intent. In addition, Section 1 of 
the Sherman Act [32] imposes two basic requirements for a prima facie claim: the 
plaintiff must prove (1) the existence of a “contract, combination . . ., or conspiracy” 
that (2) imposes an unreasonable restraint on trade [33]. Thus, unilateral conduct 
cannot, by itself, constitute a Section 1 violation because the statute prohibits only 
concerted actions [34]. However, the courts remain divided in their views as to 
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whether a hospital may be legally capable of conspiring with the members of its 
medical staff on privilege matters. Nonetheless, although there is no clear rule 
regarding the ability of a hospital and its medical staff members to enter into a con-
spiracy during the credentialing process, it is legally well accepted that the members 
of a hospital’s medical staff do in fact have the legal capacity to conspire among 
themselves and therefore violate Section 1 of the Sherman Antitrust Act [35]. Weiss 
v. York Hospital [36] is an antitrust case which arose from a hospital’s refusal to 
grant hospital staff privileges to an osteopathic physician; at the time, York Hospital 
was controlled by and exclusively staffed by doctors who graduated from allopathic 
medical schools. Weiss claimed that although allopaths and osteopaths were both 
trained and qualified to practice medicine, his application for staff privileges at York 
Hospital was denied solely because he was an osteopath. The appellate court in 
Weiss found that (1) the medical staff violated Sherman Act §1 which was supported 
by sufficient evidence but that (2) since there was no evidence adduced at trial that 
York engaged in any willful conduct designed to acquire or maintain its monopoly 
power, the appellate court reversed the district court’s finding of liability in favor of 
Weiss and against York and that (3) Weiss’ application was properly refused on the 
grounds of lack of professional competence or character. On the other hand, in the 
case of Patrick v. Burget [37], the medical staff of a geographically isolated com-
munity hospital with a monopoly over the local market had a business dispute that 
resulted in the termination of a physician’s medical staff privileges. The case arose 
in Astoria, then a city of approximately 10,000 people located in the northwest 
Oregon with a solitary hospital, Columbia Memorial Hospital (CMH), and a private 
group medical practice called the Astoria Clinic. Patrick, a general and vascular 
surgeon, became an employee of the Astoria Clinic and a member of the CMH’s 
medical staff in 1972; the clinic invited Patrick to become a partner of the clinic, but 
he declined the offer and instead began an independent practice in competition with 
the surgical practice of the clinic. As a result of a peer review, Patrick’s credentials 
at CMH were restricted; Patrick sued for restraint of trade. The Patrick case 
addressed the issue of former partners weaponizing the peer review process for 
financial advantage. The court held that the state action doctrine did not protect 
Oregon physicians from federal antitrust liability for their activities on hospital peer 
review committees. Furthermore, in total, Dr. Patrick was awarded over two million 
dollars.

The HCQIA defines “sham peer review” as a “corrective action proceeding com-
menced by a hospital medical staff against a physician to discipline the physician 
motivated by other concerns than the quality of patient concerns such as hospital 
politics, competitive advantage or retaliation” [38].

CMS requires that a healthcare entity comply with The Joint Commission (JC) 
and National Committee for Quality Assurance (NCQA) accreditation guidelines 
for privileging and credentialing as Conditions of Participation (CoP). However, 
these Title 42 Conditions of Participation (CoPs) only apply to hospitals as a condi-
tion to participate in Medicare and Medicaid. The Code of Federal Regulations 
(CFR) parts 42 CFR 482.12 and 482.22 outline the credentialing and privileging 
practices that hospitals must implement as CoPs for the CMS programs; these 
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include the general requirements medical staff credentialing and privileging require-
ments. The CFR specifies, in relevant part, that:

42 CFR § 482.12. Condition of Participation: Governing body.
There must be an effective governing body that is legally responsible for the conduct of 

the hospital. If a hospital does not have an organized governing body, the persons legally 
responsible for the conduct of the hospital must carry out the functions specified in this part 
that pertain to the governing body.
(a) Standard: Medical staff. The governing body must:
(1) Determine, in accordance with State law, which categories of practitioners are eligible 

candidates for appointment to the medical staff;
(2) Appoint members of the medical staff after considering the recommendations of the 

existing members of the medical staff;
(3) Assure that the medical staff has bylaws;
(4) Approve medical staff bylaws and other medical staff rules and regulations;
(5) Ensure that the medical staff is accountable to the governing body for the quality of care 

provided to patients;
(6) Ensure the criteria for selection are individual character, competence, training, experi-

ence, and judgment; and
(7) Ensure that under no circumstances is the accordance of staff membership or profes-

sional privileges in the hospital dependent solely upon certification, fellowship, or 
membership in a specialty body or society.

…
42 CFR § 482.22. Condition of Participation: Medical staff.

The hospital must have an organized medical staff that operates under bylaws approved 
by the governing body, and which is responsible for the quality of medical care provided to 
patients by the hospital.
(a) Standard: Eligibility and process for appointment to medical staff. The medical staff 

must be composed of doctors of medicine or osteopathy. In accordance with State law, 
including scope-of-practice laws, the medical staff may also include other categories of 
physicians (as listed at § 482.12(c)(1)) and non-physician practitioners who are deter-
mined to be eligible for appointment by the governing body.

(1) The medical staff must periodically conduct appraisals of its members.
(2) The medical staff must examine the credentials of all eligible candidates for medical 

staff membership and make recommendations to the governing body on the appoint-
ment of these candidates in accordance with State law, including scope-of-practice laws, 
and the medical staff bylaws, rules, and regulations. A candidate who has been recom-
mended by the medical staff and who has been appointed by the governing body is 
subject to all medical staff bylaws, rules, and regulations, in addition to the require-
ments contained in this section.

(b) Standard: Medical staff organization and accountability. The medical staff must be well 
organized and accountable to the governing body for the quality of the medical care 
provided to patients.

(1) The medical staff must be organized in a manner approved by the governing body.
(2) If the medical staff has an executive committee, a majority of the members of the com-

mittee must be doctors of medicine or osteopathy.
(3) The responsibility for organization and conduct of the medical staff must be assigned 

only to one of the following: …
(c) Standard: Medical staff bylaws. The medical staff must adopt and enforce bylaws to 

carry out its responsibilities. The bylaws must:
(1) Be approved by the governing body.
(2) Include a statement of the duties and privileges of each category of medical staff (e.g., 

active, courtesy, etc.)
(3) Describe the organization of the medical staff.
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(4) Describe the qualifications to be met by a candidate in order for the medical staff to 
recommend that the candidate be appointed by the governing body….

…
(6) Include criteria for determining the privileges to be granted to individual practitioners 

and a procedure for applying the criteria to individuals requesting privileges. …

The JC standards require that the medical staff be organized under a set of bylaws, 
rules, and regulations which define the duties and functions of the staff medical 
staff. A demonstrable lack of strict and effective credentialing standards and pro-
cesses will result in (1) exclusion from federal and state-funded programs, (2) loss 
of commercial payer contracts, and (3) loss of JC accreditation.

The legal standards to which hospitals are held are that of due diligence and 
reasonable care; in the event that an entity fails to meet these legal standards and a 
substandard provider is credentialed who subsequently causes patient harm, the 
healthcare entity itself can be held liable to injured parties under the legal theory of 
“negligent credentialing.” Since hospitals administer their credentialing processes 
through committees of the medical staff and the Board of Directors, there is an 
additional potential individual liability to members of the respective committees 
and the board for negligent credentialing.

Individual providers are also at risk for liability and sanctions during the creden-
tialing process since provider statements or attestations are certified by the provid-
er’s signature to be true and accurate. Thus, where a provider makes an error, even 
an inadvertent error, misstatement, omission, or inaccuracy; such an error will col-
orably constitute “misrepresentation.” In essence, a misrepresentation is a lie. 
Depending on the intentions, circumstances, and personalities involved, an error 
may either be addressed or corrected, or submitted for disciplinary action. An error 
on a credentialing or privileging application may either simply result in a procedural 
delay or request for correction or, under the worst-case scenario, result in a denial 
of credentials or privileges, or civil charges. Where the credentialing application is 
retrospectively found to be submitted under false pretenses, the Department of 
Justice may even invoke a violation of the Federal False Claims Act where federal 
reimbursement is involved. Finally, denial of an application for medical staff mem-
bership, denial of a request for additional privileges, or even approval privileges that 
are more restrictive than requested represent NPDB-reportable actions if the deci-
sions are based on the physician’s competence or professional conduct.

 Hospital Staff Privileging

The process for privileging of providers is similar and in fact complementary to the 
process of credentialing. Whereas credentialing represents an admission of a pro-
vider to the medical staff body, privileging defines what that provider may actually 
do. The CMS CoPs related to medical staff privileging are relate back to 42 CFR § 
482.12 and § 482.22 which require “criteria for determining the privileges to be 
granted to individual practitioners and a procedure for applying the criteria to 
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individuals requesting privileges.” Additional CMS requirements for hospital medi-
cal staff privileging are outlined in a CMS letter [39] dated November 12, 2004, 
which requires the hospital’s governing body to ensure “all patient care is provided 
by or in accordance with the orders of a practitioner who meets the Medical Staff 
criteria for the privileges granted; who has been granted privileges by the Governing 
Body in accordance with established procedures for applying those criteria; and 
who is working within the scope of those granted privileges.” The letter goes on to 
outline limitations on the scope of practice or privileges stating that “the hospital’s 
Medical Staff bylaws must state the duties and scope of privileges each category of 
practitioner may be granted. Specific privileges for each category must clearly and 
completely list the specific privileges or limitations for that category of practitioner. 
The specific privileges must reflect activities that the majority of practitioners in that 
category can do and that the hospital can support. It cannot be assumed that a prac-
titioner can perform every task/activity/privilege listed/specified for the applicable 
category of practitioner.” Privileges may be added usually through the attainment of 
additional certification, training, or experience; or privileges may be restricted as a 
result of performance or outcome review through an established peer review process.

 Peer Review

The process of peer review refers to the evaluation, or reevaluation, of a professional 
practitioner’s work by peers in the same profession. Peer review occurs uniformly 
across all healthcare professions including physicians, advanced practice providers, 
pharmacists, and nurses. The Patrick case, albeit about adverse peer review, none-
theless exemplified the widespread concern that without immunity, the potential 
exposure to litigation would have a chilling effect on effective peer review by hos-
pitals and physicians. The HCQIA was enacted to address the concerns of those 
involved in credentialing, privileging, and peer review activities.

The purpose of this legislation is to improve the quality of medical care by encouraging 
physicians to identify and discipline other physicians who are incompetent or who engage 
in unprofessional behavior. … Under this bill, hospitals and physicians that conduct peer 
review will be protected from damages in suits by physicians who lose their hospital privi-
leges, provided the peer review actions meet the due process and other standards estab-
lished in the bill. In addition, hospitals and physicians that discipline doctors will be 
required to report these disciplinary actions to the state medical boards. [40]

The first section of the HCQIA provides for a limited immunity for peer review 
participants if a professional review action, by a professional review body, meets all 
the procedural requirements. HCQIA immunity applies to (1) the professional 
review body, (2) any person acting as a member of or staff to the body, (3) any per-
son under a contract or other formal agreement with the body, and (4) any person 
who participates with or assists the body with respect to the action [41]. In order for 
the immunity protections of the HCQIA to apply to a peer review entity, the profes-
sional review action must conform to specific standards, including (1) in the 
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reasonable belief that the action was in the furtherance of quality healthcare, (2) 
after a reasonable effort to obtain the facts of the matter, (3) after adequate notice 
and hearing procedures are afforded to the physician involved or after such other 
procedures are fair to the physician under the circumstances, and (4) in the reason-
able belief that the action was warranted by the facts known after such reasonable 
effort to obtain facts and after adequate notice and hearing procedures [42].

It is noteworthy that immunity under the HCQIA is with respect to damages, as 
illustrated by Manion v. Evans [43], but not from a lawsuit; thus, those involved in 
peer review remain exposed to the costs of defending a lawsuit. In the case of Brader 
v. Allegheny General Hospital, the court opined that under the provisions of the 
HCQIA, a physician challenging a peer review process “must prove, by a prepon-
derance of the evidence, that the [peer] review process was unreasonable” [44] and 
that burden of proof rests with the plaintiff.

Peer review is largely, but not always, protected by statute. For example, the 
New York State peer review statute states in, part that:

No person in attendance at a meeting when a medical or a quality assurance review or a 
medical and dental malpractice prevention program or an incident reporting function 
described herein was performed, including the investigation of an incident reported pursu-
ant to section 29.29 of the mental hygiene law, shall be required to testify as to what trans-
pired thereat. The prohibition relating to discovery of testimony shall not apply to the 
statements made by any person in attendance at such a meeting who is a party to an action 
or proceeding the subject matter of which was reviewed at such meeting. [45] (empha-
sis added)

Specifically, the NY statute may be construed to allow the discovery of statements 
made by those involved in the outcome(s) being addressed. Peer review and quality 
assurance data regarding a provider may also be subject to subpoena by state boards 
during disciplinary proceedings.

Peer review is often resolved through a process of informal resolution via depart-
mental or administrative procedures. The most common outcome of an “informal 
action” is a warning, reprimand, or counseling with an internal performance 
improvement plan. In some circumstances, the provider will be required to com-
plete a voluntary remediation. Providers who receive such an “informal” peer 
action, even if it not escalated to a more formal peer review, must be careful to 
clarify as to whether there are plans to report the “informal action” to NPDB.

The HCQIA specifies requirements of adequate notice and hearing procedures so 
as to conform with due process. In general, there are two types of due process: (1) 
substantive due process requires that a decision be neither arbitrary nor capricious; 
and (2) procedural due process requires that a practitioner receive a fair hearing, 
including a right to notice of the facts relied upon, a right to be heard, a right to pres-
ent evidence and argument in opposition to the proposed action, a right to confront 
the accuser, and a right to be heard by an unbiased tribunal.

Thus, with respect to due process, the HCQIA requires that the provider under 
review must be provided with notice regarding the proposed action that includes (1) 
notice that a professional review action has been proposed, (2) the events or reasons 
for the proposed action, (3) notice of the right to request a hearing on the proposed 
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action, (4) mention of any applicable time limits (to not be less than 30 days) within 
which to request such a hearing, and (5) a summary of the rights of the provider with 
respect to the proposed hearing [46]. If the provider under review then chooses to 
request a hearing, that hearing must also be duly noticed with respect to (1) place, 
time, and date, not be less than 30 days after the date of the notice, and (2) a list of 
the witnesses, if any, who are expected to testify at the hearing on behalf of the 
professional review body [47]. The term “fair hearing” is a term of art which refers 
to an administrative hearing or a private hearing in a hospital during the peer review 
process. If the provider avails himself or herself of the right to a fair hearing, then 
that hearing should be held before either (1) an arbitrator mutually acceptable to the 
provider and the healthcare entity, (2) a hearing officer who is appointed by the 
entity and who is not in direct economic competition with the provider involved, or 
(3) before a panel of individuals appointed by the entity and are not in direct eco-
nomic competition with the physician involved [48]. The provider’s rights at the 
hearing include the rights to (1) representation by an attorney or other person of the 
provider’s choosing; (2) copies of the record of the proceedings; (3) call, examine, 
and cross-examine witnesses; (4) present evidence determined to be relevant by the 
hearing officer, regardless of its admissibility in a court of law; and (5) submit a 
written statement at the close of the hearing [49]. Finally, at the conclusion of the 
hearing, the provider under review has the rights to (1) receive the written recom-
mendation of the arbitrator, officer, or panel, including a statement of the basis for 
the recommendations, and (2) receive a written decision of the healthcare entity, 
including a statement of the basis for the decision [50]. The peer review process 
must also operate exactly in accordance with the medical staff bylaws. Successful 
representation of providers under review often hinges on inadvertent violations of 
due process or hospital bylaws.

 The National Practitioner Data Bank

An additional result of the HCQIA is that any disciplinary action taken against a 
physician must be reported to the NPDB. Once credentialing bodies determine, 
through the peer review process, that a provider’s practice does not conform to stan-
dards, a duty arises to terminate or limit that provider’s medical staff privileges and 
to report that action to the State Board of Health (OPMC) and/or the National 
Practitioner Data Bank (NPDB). The NPDB is a federal data repository which 
warehouses all adverse quality data regarding medical providers in the USA. The 
final regulations defining the NPDB were published in 1989 in the Federal Register 
at 45 CFR part 60; in 1990, the NPDB became operational. The NPDB was the 
result of a collaborative effort between the US Department of Health and Human 
Services (HHS), Health Resources and Services Administration (HRSA), and 
Bureau of Health Professions (BHPr), which begins developing the NPDB. In 1997, 
the HHS Office of Inspector General requested that the Division of Quality 
Assurance of the BHPr design, develop, and operate a Healthcare Integrity and 
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Protection Data Bank (HIPDB) which represented a database of healthcare fraud 
and abuse actions and to coordinate the operations of the NPDB and HIPDB.

NPDB reporting aims to ensure that hospitals and state medical boards receive critical 
information about the physicians they employ and license. In Congress’s judgment, any 
“professional review action … related to professional competence or conduct” that 
adversely affects privileges for more than thirty days bears sufficiently on a physician’s 
credentials to require reporting. [51]

Three categories of information must be reported to the NPDB: (1) malpractice pay-
ments made on behalf of any licensed healthcare practitioner, (2) sanctions by licen-
sure boards, and (3) adverse credentialing actions which are (a) based on competence 
or professional conduct which affects conduct or could affect adversely the health 
or welfare of a patient or patients, (b) actions by a “professional review body” in the 
conduct of a “professional review activity,” (c) acceptance of a surrender of clinical 
privileges by a provider while he or she “is under an investigation by the entity relat-
ing to possible incompetence or improper professional conduct” or in return for not 
conducting such an investigation, or (d) a professional society review action which 
adversely affects membership.

 Appendix: Professional Misconduct as Defined By 
New York State

New York State defines professional misconduct in Education Law § 6530 and in 
the Rules of the Board of Regents § 29 (“unprofessional conduct”). Subsection 
references have been redacted for clarity.

 New York State Education § 6530: Definitions of Professional 
Misconduct [53]

Each of the following is a professional misconduct:

 1.  Obtaining the license fraudulently;
 2.  Practicing the profession fraudulently or beyond its authorized scope;
 3.   Practicing the profession with negligence on more than one occasion;
 4.   Practicing the profession with gross negligence on a particular occasion;
 5.  Practicing the profession with incompetence on more than one occasion;
 6.   Practicing the profession with gross incompetence;
 7.   Practicing the profession while impaired by alcohol, drugs, physical disability, or men-

tal disability;
 8.   Being a habitual abuser of alcohol, or being dependent on or a habitual user of narcotics, 

barbiturates, amphetamines, hallucinogens, or other drugs having similar effects, except 
for a licensee who is maintained on an approved therapeutic regimen which does not 
impair the ability to practice, or having a psychiatric condition which impairs the licens-
ee’s ability to practice;
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 9.  (a) Being convicted of committing an act constituting a crime under:

  (i) New York state law or,
 (ii) federal law or,
(iii)  the law of another jurisdiction and which, if committed within this state, would 

have constituted a crime under New York state law;

(b)  Having been found guilty of improper professional practice or professional miscon-
duct by a duly authorized professional disciplinary agency of another state where 
the conduct upon which the finding was based would, if committed in New York 
state, constitute professional misconduct under the laws of New York state;

(c)  Having been found guilty in an adjudicatory proceeding of violating a state or fed-
eral statute or regulation, pursuant to a final decision or determination, and when no 
appeal is pending, or after resolution of the proceeding by stipulation or agreement, 
and when the violation would constitute professional misconduct pursuant to this 
section;

(d)  Having his or her license to practice medicine revoked, suspended or having other 
disciplinary action taken, or having his or her application for a license refused, 
revoked or suspended or having voluntarily or otherwise surrendered his or her 
license after a disciplinary action was instituted by a duly authorized professional 
disciplinary agency of another state, where the conduct resulting in the revocation, 
suspension or other disciplinary action involving the license or refusal, revocation 
or suspension of an application for a license or the surrender of the license would, 
if committed in New York state, constitute professional misconduct under the laws 
of New York state;

(e) …
10.  Refusing to provide professional service to a person because of such person’s race, 

creed, color or national origin;
11.  Permitting, aiding or abetting an unlicensed person to perform activities requiring a 

license;
12.  Practicing the profession while the license is suspended or inactive as defined in subdi-

vision … of the public health law, or willfully failing to register or notify the department 
of education of any change of name or mailing address, or, if a professional service 
corporation, willfully failing to comply with … of the business corporation law or, if a 
university faculty practice corporation willfully failing to comply with … business cor-
poration law;

…
16.  A willful or grossly negligent failure to comply with substantial provisions of federal, 

state, or local laws, rules, or regulations governing the practice of medicine;
17.  Exercising undue influence on the patient, including the promotion of the sale of ser-

vices, goods, appliances, or drugs in such manner as to exploit the patient for the finan-
cial gain of the licensee or of a third party;

18.  Directly or indirectly offering, giving, soliciting, or receiving or agreeing to receive, any 
fee or other consideration to or from a third party for the referral of a patient or in con-
nection with the performance of professional services;

19.  Permitting any person to share in the fees for professional services, other than: a partner, 
employee, associate in a professional firm or corporation, professional subcontractor or 
consultant authorized to practice medicine, or a legally authorized trainee practicing 
under the supervision of a licensee. This prohibition shall include any arrangement or 
agreement whereby the amount received in payment for furnishing space, facilities, 
equipment or personnel services used by a licensee constitutes a percentage of, or is 
otherwise dependent upon, the income or receipts of the licensee from such practice, 
except as otherwise provided by law with respect to a facility licensed pursuant to … 
public health law or … mental hygiene law;
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20.  Conduct in the practice of medicine which evidences moral unfitness to practice 
medicine;

21.  Willfully making or filing a false report, or failing to file a report required by law or by 
the department of health or the education department, or willfully impeding or obstruct-
ing such filing, or inducing another person to do so;

22.  Failing to make available to a patient, upon request, copies of documents in the posses-
sion or under the control of the licensee which have been prepared for and paid for by 
the patient or client;

23.  Revealing of personally identifiable facts, data, or information obtained in a profes-
sional capacity without the prior consent of the patient, except as authorized or 
required by law;

24.  Practicing or offering to practice beyond the scope permitted by law, or accepting and 
performing professional responsibilities which the licensee knows or has reason to 
know that he or she is not competent to perform, or performing without adequate super-
vision professional services which the licensee is authorized to perform only under the 
supervision of a licensed professional, except in an emergency situation where a per-
son’s life or health is in danger;

25.  Delegating professional responsibilities to a person when the licensee delegating such 
responsibilities knows or has reason to know that such person is not qualified, by train-
ing, by experience, or by licensure, to perform them;

25- a. With respect to any non-emergency treatment, procedure or surgery which is expected 
to involve local or general anesthesia, failing to disclose to the patient the identities of 
all physicians, except medical residents in certified training programs, podiatrists and 
dentists, reasonably anticipated to be actively involved in such treatment, procedure or 
surgery and to obtain such patient’s informed consent to said practitioners’ 
participation;

26.  Performing professional services which have not been duly authorized by the patient or 
his or her legal representative;

27. Advertising or soliciting for patronage that is not in the public interest.

(a)   Advertising or soliciting not in the public interest shall include, but not be limited to, 
advertising or soliciting that:

   (i) is false, fraudulent, deceptive, misleading, sensational, or flamboyant;
 (ii) represents intimidation or undue pressure;
(iii) uses testimonials;
  (iv) guarantees any service;

    (v)  makes any claim relating to professional services or products or the costs or 
price therefor which cannot be substantiated by the licensee, who shall have 
the burden of proof;

  (vi)  makes claims of professional superiority which cannot be substantiated by 
the licensee, who shall have the burden of proof; or

(vii)  offers bonuses or inducements in any form other than a discount or reduction 
in an established fee or price for a professional service or product.

(b) The following shall be deemed appropriate means of informing the public of the avail-
ability of professional services:

 (i)  informational advertising not contrary to the foregoing prohibitions; and
(ii)  the advertising in a newspaper, periodical or professional directory or on radio 

or television of fixed prices, or a stated range of prices, for specified routine 
professional services, provided that if there is an additional charge for related 
services which are an integral part of the overall service being provided by the 
licensee, the advertisement shall so state, and provided further that the adver-
tisement indicates the period of time for which the advertised prices shall be 
in effect.
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(c) (i)  All licensees placing advertisements shall maintain, or cause to be maintained, an 
exact copy of each advertisement, transcript, tape or video tape thereof as appro-
priate for the medium used, for a period of 1 year after its last appearance. This 
copy shall be made available for inspection upon demand of the department 
of health;

  (ii)  A licensee shall not compensate or give anything of value to representatives of 
the press, radio, television or other communications media i anticipation of or 
in return for professional publicity in a news item;

(d) No demonstrations, dramatizations or other portrayals of professional practice shall be 
permitted in advertising on radio or television;

28. Failing to respond within 30 days to written communications from the department of 
health and to make available any relevant records with respect to an inquiry or com-
plaint about the licensee’s professional misconduct. The period of 30 days shall com-
mence on the date when such communication was delivered personally to the licensee. 
If the communication is sent from the department of health by registered or certified 
mail, with return receipt requested, to the address appearing in the last registration, the 
period of 30 days shall commence on the date of delivery to the licensee, as indicated by 
the return receipt;

29. Violating any term of probation or condition or limitation imposed on the licensee pur-
suant to … the public health law;

30. Abandoning or neglecting a patient under and in need of immediate professional care, 
without making reasonable arrangements for the continuation of such care, or abandon-
ing a professional employment by a group practice, hospital, clinic or other health care 
facility, without reasonable notice and under circumstances which seriously impair the 
delivery of professional care to patients or clients;

31. Willfully harassing, abusing, or intimidating a patient either physically or verbally;
32. Failing to maintain a record for each patient which accurately reflects the evaluation and 

treatment of the patient, provided, however, that a physician who transfers an original 
mammogram to a medical institution, or to a physician or health care provider of the 
patient, or to the patient directly, as otherwise provided by law, shall have no obligation 
under this section to maintain the original or a copy thereof. Unless otherwise provided 
by law, all patient records must be retained for at least 6 years. Obstetrical records and 
records of minor patients must be retained for at least 6 years, and until 1 year after the 
minor patient reaches the age of 18 years;

33. Failing to exercise appropriate supervision over persons who are authorized to practice 
only under the supervision of the licensee;

34. Guaranteeing that satisfaction or a cure will result from the performance of professional 
services;

35. Ordering of excessive tests, treatment, or use of treatment facilities not warranted by the 
condition of the patient;

36. Claiming or using any secret or special method of treatment which the licensee refused 
to divulge to the department of health;

37. Failing to wear an identifying badge, which shall be conspicuously displayed and legi-
ble, indicating the practitioner’s name and professional title authorized pursuant to this 
chapter, while practicing as an employee or operator of a hospital, clinic, group practice 
or multiprofessional facility, or at a commercial establishment offering health services 
to the public;

38. Entering into an arrangement or agreement with a pharmacy for the compounding and/
or dispensing of coded or specially marked prescriptions;

39. With respect to all professional practices conducted under an assumed name, other than 
facilities licensed pursuant to article … failing to post conspicuously at the site of such 
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practice the name and licensure field of all of the principal professional licensees 
engaged in the practice at that site (i.e., principal partners, officers or principal 
shareholders);

40. Failing to provide access by qualified persons to patient information in accordance with 
the standards set forth …

41. Knowingly or willfully performing a complete or partial autopsy on a deceased person 
without lawful authority;

42. Failing to comply with a signed agreement to practice medicine in New York state in an 
area designated by the commissioner of education as having a shortage of physicians or 
refusing to repay medical education costs in lieu of such required service, or failing to 
comply with any provision of a written agreement with the state or any municipality 
within which the licensee has agreed to provide medical service, or refusing to repay 
funds in lieu of such service as consideration of awards made by the state or any munici-
pality thereof for his or her professional education in medicine, or failing to comply 
with any agreement entered into to aid his or her medical education;

43. Failing to complete forms or reports required for the reimbursement of a patient by a 
third party. Reasonable fees may be charged for such forms or reports, but prior pay-
ment for the professional services to which such forms or reports relate may not be 
required as a condition for making such forms or reports available;

44. In the practice of psychiatry, (a) any physical contact of a sexual nature between licensee 
and patient except the use of films and/or other audiovisual aids with individuals or 
groups in the development of appropriate responses to overcome sexual dysfunction and 
(b) in therapy groups, activities which promote explicit physical sexual contact between 
group members during sessions; and

45. In the practice of ophthalmology, failing to provide a patient, upon request, with the 
patient’s prescription including the name, address, and signature of the prescriber and 
the date of the prescription.

46. A violation of … public health law.
47. Failure to use scientifically accepted barrier precautions and infection control practices 

as established by the department of health pursuant to … public health law.
48. A violation of section … .

 Rules of the Board of Regents: Part 29 – Unprofessional 
Conduct [54]

§ 29.1 General provisions.

 a. Unprofessional conduct shall be the conduct prohibited by this section. The provisions of 
these rules applicable to a particular profession may define additional acts or omissions as 
unprofessional conduct and may establish exceptions to these general prohibitions.

 b. Unprofessional conduct in the practice of any profession licensed, certified or registered 
pursuant to title VIII of the Education Law, except for cases involving those professions 
licensed, certified or registered pursuant to the provisions of Article 131 or 131-B of such 
law in which a statement of charges of professional misconduct was not served on or before 
July 26, 1991, the effective date of Chapter 606 of the Laws of 1991, shall include:

1. willful or grossly negligent failure to comply with substantial provisions of Federal, 
State or local laws, rules or regulations governing the practice of the profession;
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2. exercising undue influence on the patient or client, including the promotion of the sale 
of services, goods, appliances or drugs in such manner as to exploit the patient or client 
for the financial gain of the practitioner or of a third party;

3. directly or indirectly offering, giving, soliciting, or receiving or agreeing to receive, any 
fee or other consideration to or from a third party for the referral of a patient or client or 
in connection with the performance of professional services;

4. permitting any person to share in the fees for professional services, other than: a partner, 
employee, associate in a professional firm or corporation, professional subcontractor or 
consultant authorized to practice the same profession, or a legally authorized trainee prac-
ticing under the supervision of a licensed practitioner. This prohibition shall include any 
arrangement or agreement whereby the amount received in payment for furnishing space, 
facilities, equipment or personnel services used by a professional licensee constitutes a 
percentage of, or is otherwise dependent upon, the income or receipts of the licensee from 
such practice, except as otherwise provided by law with respect to a facility licensed 
pursuant to Article 28 of the Public Health Law or Article 13 of the Mental Hygiene Law;

5. conduct in the practice of a profession which evidences moral unfitness to practice the 
profession;

6. willfully making or filing a false report, or failing to file a report required by law or by 
the Education Department, or willfully impeding or obstructing such filing, or inducing 
another person to do so;

7. failing to make available to a patient or client, upon request, copies of documents in the 
possession or under the control of the licensee which have been prepared for and paid 
for by the patient or client;

8. revealing of personally identifiable facts, data or information obtained in a professional 
capacity without the prior consent of the patient or client, except as authorized or 
required by law;

9. practicing or offering to practice beyond the scope permitted by law, or accepting and 
performing professional responsibilities which the licensee knows or has reason to 
know that he or she is not competent to perform, or performing without adequate super-
vision professional services which the licensee is authorized to perform only under the 
supervision of a licensed professional, except in an emergency situation where a per-
son’s life or health is in danger;

10.    delegating professional responsibilities to a person when the licensee delegating such 
responsibilities knows or has reason to know that such person is not qualified, by train-
ing, by experience or by licensure, to perform them;

11.    performing professional services which have not been duly authorized by the patient or 
client or his or her legal representative;

12.   advertising or soliciting for patronage that is not in the public interest:
i. Advertising or soliciting not in the public interest shall include, but not be limited 

to, advertising or soliciting that:
a. is false, fraudulent, deceptive or misleading;
b. guarantees any service;
c. makes any claim relating to professional services or products or the cost or price 

therefore which cannot be substantiated by the licensee, who shall have the bur-
den of proof;

d. makes claims of professional superiority which cannot be substantiated by the 
licensee, who shall have the burden of proof; or

e. offers bonuses or inducements in any form other than a discount or reduction in 
an established fee or price for a professional service or product.

ii. The following shall be deemed appropriate means of informing the public of the 
availability of professional services:
a. informational advertising not contrary to the foregoing prohibitions; and
b. the advertising in a newspaper, periodical or professional directory or on radio or 

television of fixed prices, or a stated range of prices, for specified routine profes-
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sional services, provided that if there is an additional charge for related services 
which are an integral part of the overall service being provided by the licensee, 
the advertisement shall so state, and provided further that the advertisement indi-
cates the period of time for which the advertised prices shall be in effect.

iii.  
a. all licensees placing advertisements shall maintain, or cause to be maintained, an 

exact copy of each advertisement, transcript, tape or videotape thereof as appro-
priate for the medium used, for a period of 1 year after its last appearance. This 
copy shall be made available for inspection upon demand of the Education 
Department;

b. a licensee shall not compensate or give anything of value to representatives of 
the press, radio, television or other communications media in anticipation of or 
in return for professional publicity in a news item;

iv. Testimonials, demonstrations, dramatizations, or other portrayals of professional 
practice are permissible provided that they otherwise comply with the rules of pro-
fessional conduct and further provided that the following conditions are satisfied:
a. the patient or client expressly authorizes the portrayal in writing;
b. appropriate disclosure is included to prevent any misleading information or 

imagery as to the identity of the patient or client;
c. reasonable disclaimers are included as to any statements made or results 

achieved in a particular matter;
d. the use of fictional situations or characters may be used if no testimonials are 

included; and
e. fictional client testimonials are not permitted;

13.    failing to respond within 30  days to written communications from the Education 
Department or the Department of Health and to make available any relevant records 
with respect to an inquiry or complaint about the licensee’s unprofessional conduct. The 
period of 30 days shall commence on the date when such communication was delivered 
personally to the licensee. If the communication is sent from either department by reg-
istered or certified mail, with return receipt requested, to the address appearing in the 
last registration, the period of 30 days shall commence on the date of delivery to the 
licensee, as indicated by the return receipt;

14.    violating any term of probation or condition or limitation imposed on the licensee by 
the Board of Regents pursuant to Education Law, Section 6511.

§ 29.2 General provisions for health professions.
a. Unprofessional conduct shall also include, in the professions of: acupuncture ath-

letic training audiology certified behavior analyst assistant certified dental assisting 
chiropractic creative arts therapy dental hygiene dentistry dietetics/nutrition 
licensed behavior analyst licensed pathologists’ assistants licensed perfusionist 
licensed practical nursing marriage and family therapy massage therapy medicine 
mental health counseling midwifery occupational therapy occupational therapy 
assistant ophthalmic dispensing optometry pharmacy physical therapist assistant 
physical therapy physician assistant podiatry psychoanalysis psychology registered 
professional nursing respiratory therapy respiratory therapy technician social work 
specialist assistant speech-language pathology (except for cases involving those 
professions licensed, certified or registered pursuant to the provisions of article 131 
or 131-B of the Education Law in which a statement of charges of professional 
misconduct was not served on or before July 26, 1991, the effective date of chapter 
606 of the Laws of 1991):

 1.    abandoning or neglecting a patient or client under and in need of immediate professional 
care, without making reasonable arrangements for the continuation of such care, or aban-
doning a professional employment by a group practice, hospital, clinic or other health 
care facility, without reasonable notice and under circumstances which seriously impair 
the delivery of professional care to patients or clients;

 2.    willfully harassing, abusing or intimidating a patient either physically or verbally;
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 3.     failing to maintain a record for each patient which accurately reflects the evaluation and 
treatment of the patient. Unless otherwise provided by law, all patient records must be 
retained for at least 6 years. Obstetrical records and records of minor patients must be 
retained for at least 6 years, and until 1 year after the minor patient reaches the age of 
21 years;

 4.    using the word “Doctor” in offering to perform professional services without also indi-
cating the profession in which the licensee holds a doctorate;

 5.    failing to exercise appropriate supervision over persons who are authorized to practice 
only under the supervision of the licensed professional;

 6.    guaranteeing that satisfaction or a cure will result from the performance of professional 
services;

 7.    ordering of excessive tests, treatment, or use of treatment facilities not warranted by the 
condition of the patient;

 8.    claiming or using any secret or special method of treatment which the licensee refuses to 
divulge to the State Board for the profession;

 9.    failing to wear an identifying badge, which shall be conspicuously displayed and legible, 
indicating the practitioner’s name and professional title authorized pursuant to the 
Education Law, while practicing as an employee or operator of a hospital, clinic, group 
practice or  multiprofessional facility, registered pharmacy, or at a commercial establish-
ment offering health services to the public;

10.    entering into an arrangement or agreement with a pharmacy for the compounding and/ or 
dispensing of coded or specially marked prescriptions;

11.    with respect to all professional practices conducted under an assumed name, other than 
facilities licensed pursuant to article 28 of the Public Health Law or article 13 of the 
Mental Hygiene Law, failing to post conspicuously at the site of such practice the names 
and the licensure field of all of the principal professional licensees engaged in practice at 
that site (i.e., principal partners, officers or principal shareholders);

12.    issuing prescriptions for drugs and devices which do not contain the following informa-
tion: the date written, the prescriber’s name, address, telephone number, profession and 
registration number, the patient’s name, address and age, the name, strength and quantity 
of the prescribed drug or device, as well as the directions for use by the patient. In addi-
tion, all prescriptions for controlled substances shall meet the requirements of article 33 
of the Public Health Law;

13.    failing to use scientifically accepted infection prevention techniques appropriate to each 
profession for the cleaning and sterilization or disinfection of instruments, devices, mate-
rials and work surfaces, utilization of protective garb, use of covers for contamination- 
prone equipment and the handling of sharp instruments. Such techniques shall include 
but not be limited to:

i.   wearing of appropriate protective gloves at all times when touching blood, saliva, 
other body fluids or secretions, mucous membranes, nonintact skin, blood-soiled 
items or bodily fluid- soiled items, contaminated surfaces, and sterile body areas, 
and during instrument cleaning and decontamination procedures;

ii.  discarding gloves used following treatment of a patient and changing to new gloves 
if torn or damaged during treatment of a patient; washing hands and donning new 
gloves prior to performing services for another patient; and washing hands and 
other skin surfaces immediately if contaminated with blood or other body fluids;

iii.  wearing of appropriate masks, gowns or aprons, and protective eyewear or chin- 
length plastic face shields whenever splashing or spattering of blood or other body 
fluids is likely to occur;

iv.   sterilizing equipment and devices that enter the patient’s vascular system or other 
normally sterile areas of the body;

v.   sterilizing equipment and devices that touch intact mucous membranes but do not 
penetrate the patient’s body or using high-level disinfection for equipment and 
devices which cannot be sterilized prior to use for a patient;
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vi.   using appropriate agents, including but not limited to detergents for cleaning all 
equipment and devices prior a sterilization or disinfection;

vii.    cleaning, by the use of appropriate agents, including but not limited to detergents, 
equipment and devices which do not touch the patient or that only touch the intact 
skin of the patient;

viii.   maintaining equipment and devices used for sterilization according to the manufac-
turer’s instructions;

ix.  adequately monitoring the performance of all personnel, licensed or unlicensed, for 
whom the licensee is responsible regarding infection control techniques;

x.  placing disposable used syringes, needles, scalpel blades, and other sharp instru-
ments in appropriate puncture-resistant containers for disposal; and placing reus-
able needles, scalpel blades, and other sharp instruments in appropriate 
puncture-resistant containers until appropriately cleaned and sterilized;

xi.   maintaining appropriate ventilation devices to minimize the need for emergency 
mouth-to- mouth resuscitation;

xii.     refraining from all direct patient care and handling of patient care equipment when 
the health care professional has exudative lesions or weeping dermatitis and the 
condition has not been medically evaluated and determined to be safe or capable of 
being safely protected against in providing direct patient care or in handling patient 
care equipment; and

xiii.    placing all specimens of blood and body fluids in well-constructed containers with 
secure lids to prevent leaking; and cleaning any spill of blood or other body fluid 
with an appropriate detergent and appropriate chemical germicide; and

14. failing to adhere to applicable practice guidelines, as determined by the commissioner, 
for the compounding of sterile drugs and products.
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Chapter 7
Laws and Liability Relating 
to the Education and Supervision 
of Trainees and Allied Health Professionals

James E. Szalados

 Medical Education

 The History of Medical Education in the USA

The history of medical education is a gradual evolution of standardization and pro-
fessionalization, a history that largely parallels the development of American medi-
cine from a cottage industry to the modern model of academic medical centers and 
private health systems. The traditional purpose of education was the creation of a 
“learned gentleman.” Thus, an education in medicine was the purview of aristoc-
racy. At its infancy, the education of medical practitioners, both physicians and 
nurses, was largely through apprenticeship. In some cases, practitioners could 
establish their practices based on experience and reputation, skills honed in the 
battlefield, or within the community.

Medical schools in Europe, primarily in London, Oxford, Edinburgh, and Paris, 
began to attract students from the USA who desired a more formal education. In the 
latter part of the eighteenth century, the College of Philadelphia developed (1766) 
as an affiliation of physicians with the Pennsylvania Hospital, culminating in what 
is often referred to as the first US medical school intended not to replace but to 
supplement the apprenticeship model of American medical education. Subsequently, 
the medical department of Harvard College was established in Cambridge 
Massachusetts in 1783; the medical department of Dartmouth College was 
established in 1798; and the King’s College in New York developed into the College 
of Physicians and Surgeons in 1807. These first US medical schools were 
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essentially proprietary, or private, business ventures by local physicians who pre-
sented didactic lectures supplemented by classes in anatomy. Formal requirements 
for acceptance to medical school, such as written exams and oral interviews, started 
to become accepted in the 1880s. A typical, but nonstandard, curriculum was gener-
ally 2 years in duration. At gradation, the matriculating physician achieved a de 
facto license to practice medicine, since, at the time, certifications and licensing 
boards had not yet been established. Specialization after graduation from medical 
school was largely based on experience and, again, through apprenticeship. William 
Osler was the first physician to establish a structured postgraduate residency train-
ing at Johns Hopkins Hospital. The American Medical Association (AMA) did not 
establish educational standards for internship programs until 1919. In the diverse 
stand- alone US medical schools, although the AMA developed regulations for med-
ical education and postgraduate training, it nonetheless had a limited influence and 
lacked disciplinary oversight. In 1910, the Flexner Report criticized the US medical 
education system as a lax apprenticeship system established primarily for financial 
gain and which lacked educational goals and standards. The Flexner Report was the 
result of a study from the Johns Hopkins University Medical School which critically 
appraised the quality of educational facilities, entrance requirements, and the quali-
fications of faculty members at medical schools.

The duration of early medical postgraduate training was arbitrary; often deter-
mined by the institution, it became more standardized as national certifying bodies, 
and their certification examinations became established. In 1951, the US National 
Intern Matching Program was created in an attempt to regulate the placement of 
medical school graduates into accredited internship and residency program based 
jointly upon graduates’ and hospitals’ preferences. The Accreditation Council for 
Graduate Medical Education (ACGME) was established in 1981 with the mission of 
providing one powerful national body to oversee the diverse providers of graduate 
medical education with respect to the duration, content, and the qualifications of 
instructors and entities. In 2003, the ACGME moved to restrict the duty hours of 
residents and in 2011 established a ceiling of no more than 80 hours per week. The 
ACGME continues to add new areas of subspecializing to its oversight responsibili-
ties as the science and technology of medicine continue to evolve.

Foreign medical graduates (FMGs), also referred to as international medical 
graduates (IMGs), are physicians who complete their medical education at a school 
outside the USA and are composed of both US citizens who chose to study abroad 
and citizens of other countries who immigrate to, and practice medicine, in the 
USA. American citizens who chose to study abroad may do so for a variety of rea-
sons, including a desire for a cultural experience or to circumvent the very high 
costs of medical education or the limited number of positons available in medical 
schools in the USA and Canada. FMGs may complete their studies at universities in 
other countries or in “offshore” medical schools, such as those in the Caribbean. 
The challenges of a foreign medical education together with the challenges to inte-
gration within the US postgraduate training and licensing systems may be a testa-
ment to the drive and dedication of those who study abroad. Many argue that the 
availability of physicians lags with respect to the projected demand for physicians 
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in the USA especially given the aging population and the prevalence of chronic 
disease. Thus, FMGs or IMGs represent an important segment of the US physician 
workforce; at present, approximately 33% of the US physician workforce is com-
posed of foreign-trained graduates [1], from 25% in 2015 [2]. Foreign-trained grad-
uates must pass high quality standards to ensure that their competency is comparable 
to that of American medical graduates; they must graduate from a school listed 
within the World Directory of Medical Schools, be certified by the Educational 
Commission for Foreign-Trained Medical Graduates (ECFMG); pass the same 
examinations taken by domestic graduates, and pass the US Medical Licensing 
Examination (USMLE). FMGs also compete increasingly effectively with US grad-
uates of allopathic and osteopathic medical schools for postgraduate residency posi-
tions. In 2019, the graduates of US allopathic medical had a 93.9% match rate; 
graduates of US osteopathic medical schools had an 84.6% match rate, and US citi-
zen international medical graduates had a match rate of 59% [3].

The US healthcare workforce enjoys a similar level of international diversity 
with respect to allied health providers. As of 2016, approximately 24% of dentists, 
20% of pharmacists, and 16% of registered nurses are graduates of foreign educa-
tional programs [4]. Once healthcare professionals are duly certified and licensed, 
they are integrated into the US healthcare system.

 Liability for Medical Students and Medical Student Liability

A key issue in medical education is the balance between classroom education which 
focuses on the basic and applied medical sciences and the need to train students in 
the basic practical skills of clinical patient care. Medical students are in a unique 
position; they need to learn and practice their provider-patient skills, physical exam-
ination skills, and even procedural skills on patients since the process of acquiring 
such skills is a process, not an occurrence. Of course, medical education during 
clinical training does not occur in a vacuum; rather it is, or should be, closely super-
vised, monitored, and assessed. However, the degree of oversight of medical stu-
dents can vary greatly between hospitals, depending on the culture and the teaching 
orientation of the institution. For example, medical students may be supervised by 
interns, residents, advanced practice provides, attendings, or a combination of these 
at any one time. There is substantially more to a solid clinical rotation than allowing 
students to be present at rounds, conferences, and case discussions or even to 
observe procedures and surgery; an effective medical rotation must allow a degree 
of hand on experience. The degree of hands on experience can vary from listening 
to lung sounds, to checking a blood pressure, to holding retractors, and to indirectly 
“assisting” with procedures. In some institutions, medical students can even write 
notes and orders, which of course must be cosigned by a licensed provider to be 
meaningful or effective. Procedures performed by medical students are usually of a 
basic nature and, even so, should never be performed independently.

Since medical students must be supervised, the assessments they make or the 
orders they write are always of a preliminary nature; nothing a medical student does 
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during a clinical rotation is considered final. Thus, medical student malpractice is 
rarely an issue; even in a situation where an assessment is incorrect or a procedure 
is poorly performed, it is the attending or the hospital that is held liable under the 
doctrine of negligent supervision. Since the student is not a licensed professional, he 
or she cannot personally held liable for medical errors, unless they willfully and 
negligently acted outside the scope of their position, misrepresented themselves as 
a licensed provider, or willfully disregarded rules and regulations. Medical students 
doing clinical rotations in the USA are required to carry medical professional liabil-
ity insurance; such insurance is usually maintained either through their medical 
school or through the teaching hospital or both.

A more common issue implicating liability for medical students is that of 
informed consent, consent to interview, examine, and participate in procedures. 
Informed consent requires that the patient agrees to a provider’s involvement in his 
or her care [5]; this is especially true when the relationship does not in fact medi-
cally require the presence of the student. Medical students are taught to introduce 
themselves as such, whoever data suggests that students may often avoid or disguise 
their actual roles either to (1) increase the probability of patient consent, (2) reas-
sure patients of the near-professional status of the student [6], or (3) as a self-image 
perception where the perceived importance of conveying one’s student status dimin-
ishes as medical students progress through medical school and near their internships 
[7]. Although only 37.5% of teaching hospitals specifically informed patients that 
students would be involved in care [8], the vast majority of patients will consent to 
procedures by a medical student even as most also felt that they should be informed 
of the student’s status [9]. Leung and Patel argue that explicit informed consent is 
essential for theater-based teaching, even when students are simply acting as observ-
ers in the operating theater [10]. Students must also be educated regarding and also 
agree to be bound by the patient privacy rules of HIPAA. Mostly, such agreements 
occur as business associate agreements with medical schools.

 Malpractice Liability in Graduate Medical Education

In general, medical malpractice is the principal legal risk facing residency training 
programs and their faculty. Both sponsoring hospitals and the educational institu-
tions share liability for errors of commission or omission arising during the course 
of graduate medical education involving patient care. It is well recognized that resi-
dents may provide needed care to patients; however, they do so not as providers but 
as trainees. Hospitals receive federal funding and often stipends from the respective 
universities, for the supervision and training necessary to oversee the care provided 
by residents. Thus, teaching hospitals have a contractually created legal duties to 
both provide and supervise patient care [11] and are directly liable for any breaches. 
In general, lawsuits naming residents alone are rare; more likely the attending and 
the hospital will be the primary defendants in the lawsuit. Resident physicians, 
attending physicians, and graduate medical education (GME) institutions share a 
collective and shared responsibility to the patients they treat. Although the attending 
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is legally responsible for the care provided by trainees under his or her supervision, 
residents and other trainees are commonly also named when they have been involved 
in the care provided.

Medical malpractice cases involve negligence liability, which is a fault-based 
system in tort law, whereby the plaintiff must establish that a defendant’s conduct 
did not conform to the applicable standard of care. The standard of care in malprac-
tice cases is established through expert witness testimony; however, the standard to 
which a graduate medical trainee, either intern, resident, or fellow, should be held 
remains less clear. In general, there are three views that courts have adopted regard-
ing the standard of care that is applicable to graduate medical trainees.

In Rush v. Akron General Hospital [12], a first-year resident sutured a lacerated 
shoulder closed but failed to identify retained glass fragments; one piece measured 
3–1/4 inches. The Rush ruling was the first case to address the standard of care for 
a first-year resident. The Rush court adopted a subjective rule that tied the standard 
to that which interns ordinarily possess under similar circumstances.

Another potential standard to which a physician-in-training may be held is that 
of general licensed physician or a general practitioner. The case of Jenkins v. Clark 
[13] overruled the standard of care described in Rush, holding instead that first-year 
residents should be held to the standard of “reasonably careful generalist physicians 
or hospital emergency room attendings, not that of interns.” Jenkins is important 
since it ushered in a new standard, changing the standard of care from that of other 
interns similarly situated to that of a general practitioner attending working in an 
emergency department (ED). The standard of care, as articulated in Jenkins, required 
that the plaintiff proved that the resident physician “did or failed to do something” 
that a “physician or surgeon of ordinary skill, care, and diligence” would (or would 
not) have done under like or similar conditions or circumstances. The “general prac-
titioner standard” thus became widely accepted. In the case of McBride v. United 
States [14], McBride, a retired naval officer, suffered a fatal heart attack, and his 
estate commenced a wrongful death action. McBride presented to the ED with com-
plaints of pain in his lower chest after a hospitalization for the same complaints 
3 days prior where a workup had revealed no evidence of heart disease. The resident 
on duty in the ED interpreted the electrocardiogram (EKG) and advised McBride 
that the pain was probably a result of a gastrointestinal disturbance and advised 
admission to the coronary care unit; McBride instead expressed a preference to 
return home where he died shortly afterward. At trial, the resident acknowledged 
that he had erroneously interpreted McBride’s EKG as normal, although it in fact 
was abnormal. Plaintiff experts testified that a general practitioner with ordinary 
skill would have read the electrocardiogram accurately. The Chief of Cardiology 
testified that many interns and residents would not have recognized the abnormal 
tracings, and thus the misinterpretation did not demonstrate negligence in the con-
text of the resident’s lack of special training and experience. The American Law 
Institute has noted that the duty of care owed to the patient does not vary according 
to the doctor’s individual knowledge or education and thus the normal standard will 
be altered only if the doctor represents to his patients that he possesses special skill. 
The court held that “McBride had the right to expect the quality of care usually 
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found in the medical community and the hospital was obliged to provide physicians 
who could meet that standard,” thus finding that the resident should be held to the 
standard of a general licensed physician staffing an ED. Centman v. Cobb [15] fur-
ther affirmed Jenkins when it held that first-year residents are medical practitioners 
who must exercise the same standard of skill as a physician with an unlimited 
license to practice medicine.

Finally, an alternative approach is that of specialist standard of care. In the case 
of Powers v. United States [16], Powers, following a prior cervical laminectomy, 
was diagnosed with an instability of his cervical spine at C3–C4 and was referred 
for a posterior cervical facet fusion of C2 through C7 with a fibula bone graft. The 
operation was performed by four physicians: Raycroft, the senior attending super-
vising surgeon for this operation; assisted by Biondino, a first-year orthopedic resi-
dent; Cole a third-year orthopedic resident; and Romero, a first-year surgical 
resident. The operative report indicated that Dr. Biondino was the surgeon and indi-
cates that while Drs. Raycroft and Romero operated on the leg to remove the fibula 
bone graft, Drs. Biondino and Cole operated on the neck at the fusion site. Powers 
had a complicated postoperative course during which time Biondino regularly 
assessed Powers; subsequently, Powers was discharged with weakness which was 
later found to be due to narrowing of the cervical spinal canal at C5 and C6 with 
cord impingement. Expert testimony later testified that “Powers suffered spinal cord 
impingement and nerve root compression because the excessive anterior angulation 
of the spine after the fusion brought the cord into constant contact with the pre- 
existing bony ridges on Powers’ vertebrae.” The Court found “that the surgeons who 
performed the plaintiff’s fusion failed to adequately take into account his unique, 
pre-fusion spinal condition, including his bone spurs and cervical subluxation. As a 
result, they fused the plaintiff’s cervical spine at an excessive angulation for him 
and, in so doing, failed to exercise the good judgment required in each individual 
case by the standard of due care involved.” The Court also stated that “the postop-
erative care which he received did not measure up to the standards of care ordinarily 
exercised in similar cases in Connecticut.” Moreover, the “senior attending orthope-
dic surgeon for the operation, Dr. Raycroft, having been alerted to the problem by 
Dr. Biondino, failed to adequately monitor Powers’ condition and he offered Dr. 
Biondino virtually no personal diagnostic supervision and assistance in correcting 
his postoperative condition.” Here, the court held the resident to a standard of care 
expected of a specialist orthopedic surgeon performing a similar operation. In other 
words, the conduct was measured against that of an attending surgeon performing a 
cervical fusion, although the defendant was in training [17].

A similar case that reached a similar conclusion is Gonzalez v. St John Hospital 
& Medical Center [18] involved a third-year surgical resident who performed a 
colorectal surgery procedure that led to patient injury and litigation. The patient- 
plaintiff argued that a physician could be held to the standard of a specialist without 
being board-certified in the specialty, especially since the resident was receiving 
advanced surgical training at the time of the procedure. The Michigan court decided 
that residents who “limit their training to a particular branch of medicine or surgery 
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and who can potentially become board-certified in that specialty are specialists” for 
standard of care purposes.

Alternatively, courts will deliberately avoid the legal issue with respect to the 
applicable standard of care that applies to physicians in training. In National Bank 
of Commerce v. Quirk [19], a medical malpractice action was commenced against 
several physicians, including two licensed residents. Here, plaintiff’s expert stated 
the standard of care which would apply to an attending but admitted that he did not 
know the standard that would apply to a resident. The court ruled in favor of the 
resident defendants citing the uncertainty of the standard of care. The uncertainty of 
what standard to apply is reiterated in the case of Mercil v. Mathers [20]. In Mercil, 
a malpractice claim was brought by the estate of a woman who died shortly after 
childbirth. A first-year resident who assisted during the delivery was among the 
defendants. Although the court opined that an unlicensed, first-year resident is not 
immune from liability, the standard of care to which a first-year resident must be 
held is that “degree of skill and learning which is normally possessed and used by 
doctors in good standing in a similar practice.”

In summary, the trend in verdicts and case law favors the view that graduate 
medical trainees, including interns who are in their first year of training, have to be 
generally held to a professional standard of care in medical malpractice case 
expected of a licensed nonspecialist, such as a general practitioner [21]. However, 
courts may hold resident physicians who are in a specialty training program to the 
same standard expected of the average specialist in that specific field [22]. Given the 
nature of medical training and the attendant supervision requirements mandated by 
evolving focus patient safety and public health, it would seem reasonable to hold 
physicians in training to that standard which applies to the supervising physician, 
since supervision is presumed by all parties.

Reviews of medical malpractice claims data suggests that trainees are named as 
defendants in 22% [23] to 27% [24] of malpractice claims. Medical malpractice 
cases involving surgical residents disproportionately involved junior residents and 
resulted in a median payout of $900,000 [25]. The payment of any claim against a 
provider, including a physician-in-training, must be reported to the National 
Practitioner Data Bank (NPDB). The Accreditation Council for Graduate Medical 
Education (ACGME) requires institutions that sponsor-accredited training pro-
grams provide physicians-in-training with professional liability insurance to cover 
claims arising from training [26]. Lawsuits can also produce stress and emotional 
distress; 95% of physicians sued for malpractice report emotional distress during 
the litigation process [27]. For a physician-in-training, such distress may add to the 
stresses of the training program and may produce lasting impact.

Physicians-in-training should seek supervision and attending physicians to pro-
vide such supervision. Supervision in itself does not diminish or detract from a 
training opportunity, rather it provides an opportunities to improve or hone skills, 
oversight, and rescue in the event of an evolving potential patient harm. Arguably, 
failure to properly supervise a technical procedure, other than routine procedures 
performed by experienced trainees, is a higher level of negligence. Certainly, at 
some point one must relinquish the scalpel, the needle, the drill, or the trocar; 
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however, that decision should be made after a careful risk assessment. Attending 
physicians face malpractice exposure not only for the care they themselves provide 
but also for the care they direct. In addition, attendings are likely to be held vicari-
ously liable for the negligence of resident physicians working with them or directly 
liable for inadequate supervision. In cases such as those outlined above, the trainee, 
the supervisor, and the institution(s) are all potentially liable. Nonetheless, supervis-
ing physicians may, in addition to an allegation of malpractice, also be held liable 
under a separate and distinct cause of action that of negligent supervision, above 
and beyond malpractice. Thus, in addition to being named as a defendant through 
vicariously liability, attending may also have a direct liability based in negligent 
oversight or negligent supervision [28]. The precise parameters that legally define 
responsibility for supervision are not yet well defined in the case law; what exactly 
constitutes adequate supervision remains unsettled in the law [29].

In the case of Lownsbury v. VanBuren [30], an expectant mother was admitted for 
induction of labor; the on-call resident physicians instead ordered a contraction 
stress test, erroneously interpreted the test, and subsequently discharged the patient 
home. Later, the mother delivered a newborn with severe brain damage and filed 
suit against the on-call attending physician for negligent supervision. That on-call 
attending physician was not an employee of the hospital, but was under contract to 
provide on-call services in obstetrics. The on-call attending physician had neither 
seen the mother nor been contacted by the on-call resident physicians. Thus, the 
on-call physician argued that there was no patient-physician relationship and there-
fore he could not be found legally responsible. The court held that despite the lack 
of patient contact, or even a constructive actual knowledge of the circumstances, the 
on-call agreement was sufficient to indirectly construe the existence of a patient- 
physician relationship and a concomitant duty to supervise the residents.

In contrast, the case of Prosise v. Foster [31] involved a 4-year-old who presented 
to the ED with chicken pox and lethargy. The patient was examined by a first-year 
resident physician, who discussed the case with a third-year resident physician. The 
child was evolving pulmonary complications; the resident physicians failed to diag-
nose and instead treated her with intravenous fluids and discharged her home. The 
residents did not contact the ED attending physician, who was on-call at home. The 
child later died as a result of pulmonary complications. In this case the court held 
that the mere existence of an on-call relationship was an insufficient basis upon 
which impute a patient-physician relationship, and the court dismissed the dis-
missed claim of “failure to supervise.”

Finally, in the case of Mozingo v. Pitt County Memorial Hospital [32], the court 
did not specifically opine on the issue of liability arising from an on-call relation-
ship. Mozingo involved the case of a pregnant woman who presented to the ED in 
difficult labor. The resident physicians contacted the attending obstetrician who was 
on-call at home and who had no prior contact with the patient, but nonetheless came 
immediately to the hospital. When the attending arrived, the delivery had already 
occurred, but the child had sustained a shoulder dystocia, which led to severe per-
manent disability. The family brought suit against the attending physician for negli-
gent supervision. Here, the existence of a patient-physician relationship and a 
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concomitant duty to supervise were not in dispute, since the attending acknowl-
edged his duties. Nonetheless, the plaintiff introduced expert testimony which ren-
dered an opinion that the physician on-call physician would have called into the 
hospital during the evening to learn about potential cases that may require the pres-
ence of an attending physician; the defendant countered and introduced expert tes-
timony that an on-call physician would not customarily do so. In its analysis, the 
court considered that “[m]edical professionals may be held accountable when they 
undertake to care for a patient and their actions do not meet the standard of care for 
such actions as established by expert testimony. Thus, in the increasingly complex 
modern delivery of health care, a physician who undertakes to provide on-call 
supervision of residents actually treating a patient may be held accountable to that 
patient, if the physician negligently supervises those residents and such negligent 
supervision proximately causes the patient’s injuries.” The trial court granted sum-
mary judgment for the physician. The appellate court reversed the trial court’s sum-
mary judgment for the defendant concluding that “a contract providing for 
supervision of resident physicians in a manner which substantial evidence tends to 
show is negligent will not shield a supervising physician such as the defendant from 
legal liability for providing such negligent supervision, at least where, as here, the 
plaintiff patient was not a party to that contract.” The appellate court here explicitly 
left open the possibility that merely being available to answer questions from home 
may not qualify as adequate supervision, but not decide that issue. The dissent by 
Justice Meyer in this case is important, reasoning that “contrary to the majority’s 
conclusion, Dr. Kazior did not have a duty of general supervision of the residents. 
Pursuant to his employment with Eastern, Dr. Kazior merely assumed responsibility 
to provide limited supervision of the residents to remain at home when he was 
assigned on-call supervision and to make himself available by telephone for advice 
and assistance to the chief resident…. the cases relied upon by the majority do not 
support the conclusion that Dr. Kazior owed any duty beyond that which he volun-
tarily assumed pursuant to his employment agreement with Eastern… [t]o permit 
liability for negligent supervision to be imposed against Dr. Kazior, however, flies 
in the face of the cardinal principles of contract and tort law. We have long recog-
nized that a physician may contractually limit the extent or scope of professional 
services to be rendered.”

Therefore the case varies widely by jurisdiction and the specific circumstances. 
Nonetheless, case law does illustrate the fact that, at least in some instances, courts 
will hold a supervising physician liable to patients treated by their house staff, 
including patients with whom they have never had direct contact. The assignment of 
liability will depend on (1) the existence of a colorable patient-physician relation-
ship through explicit agreement or implicit promises that allocates a duty beyond a 
supervisory responsibility, and (2) the threshold determination by the court of the 
adequacy of the supervision under the appropriate standard of care. Again, although 
that standard is unclear, the courts have not clearly ruled that passive supervision 
from home in itself rises to negligence, and court rulings have suggested willingness 
to look beyond prior customary practice in the interest of patient care and pub-
lic policy.
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 Due Process in Medical Education and Discipline

Throughout the professional education process, from medical school, and through 
the postgraduate physician-in-training continuum, situation may arise, either based 
in academic performance or in behavior, which necessitate disciplinary sanctions 
such as remediation or dismissal. Moreover, through all stages of disciplinary 
action, policies and procedures, including due process, must be followed. 
Termination without due process can lead to litigation. In general, where there is a 
strict adherence to process, faculty and intuitional decisions are upheld by the 
courts. The US Supreme Court, in Board of Curators, Univ. of Missouri v. Horowitz 
[33], addressed this issue on point. In Board of Curators, the clinical performance 
of a medical student during a pediatrics rotation was determined unsatisfactory by 
the Medical School’s Council of Evaluation who recommended that the student be 
advanced to her final year only on a probationary basis; after further faculty dissat-
isfaction with the student’s clinical performance during that year, the Council 
reevaluated her progress and concluded that she should not be considered for and 
that, absent “radical improvement,” she be dropped as a student in her final year of 
medical school. Following additional negative review, when a report on another 
rotation turned out to be negative, the Council recommended that the student be 
dismissed. The student then appealed to the provost, who, after review, sustained the 
decision of the Council. The student then brought suit under 42 USC § 1983, con-
tending that she had not been accorded her due process rights prior to her dismissal.

42 US Code § 1983 provides the basis for civil action for deprivation of their 
constitutional rights. Such rights may include violations of due process rights or 
rights under the Fourth Amendment (searches) and Fifth Amendment (self- 
incrimination). 42 USC § 1983 states, in relevant part:

Every person who, under color of any statute, ordinance, regulation, custom, or usage, of 
any State or Territory or the District of Columbia, subjects, or causes to be subjected, any 
citizen of the United States or other persons within the jurisdiction thereof to the depriva-
tion of any rights, privileges, or immunities secured by the Constitution and laws, shall be 
liable to the party injured in an action at law, suit in equity, or other proper proceedings for 
redress, except that in any action brought against a judicial officer for an act or omission 
taken in such officer’s judicial capacity, injunctive relief shall not be granted unless a 
declaratory decree was violated or declaratory relief was unavailable. …

The 14th Amendment makes the Due Process Clause of the Fifth Amendment [34] 
binding in the states. Furthermore, the 14th Amendment, Section 1, of to the US 
Constitution includes several clauses, such as the Citizenship Clause, Privileges or 
Immunities Clause, Due Process Clause, and Equal Protection Clause [35]. The 
14th Amendment states, in relevant part:

No State shall make or enforce any law which shall abridge the privileges or immunities of 
citizens of the United States; nor shall any State deprive any person of life, liberty, or prop-
erty, without due process of law; nor deny to any person within its jurisdiction the equal 
protection of the laws.
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The intent of due process is to provide procedural safeguards for the protection 
previous of individuals from arbitrary actions. Due process is implicated in hospital 
medical staff peer review actions, state medical board disciplinary actions, actions 
by state professional regulatory agencies [Chap. 6], and actions of federal agencies 
[Chap. 30]. Due process includes substantive and procedural components: proce-
dural due process requires notice and an opportunity to be heard, whereas substan-
tive due process mandates a showing of a legitimate basis for the action so as to 
overcome a claim that the action was arbitrary or capricious.

The US Supreme Court, in Horowitz, deferred to the University Council stating 
that “university faculties must have the widest range of discretion in making judg-
ments as to the academic performance of students and their entitlement to promo-
tion or graduation.” Here, the Court also noted that:

[t]he procedures leading to respondent’s dismissal for academic deficiencies, under which 
respondent was fully informed of faculty dissatisfaction with her clinical progress and the 
consequent threat to respondent’s graduation and continued enrollment, did not violate the 
Due Process Clause of the Fourteenth Amendment. Dismissals for academic (as opposed to 
disciplinary) cause do not necessitate a hearing before the school’s decisionmaking body. 
(citing Goss v. Lopez, 419 US 565)

Horowitz, 435 US 84–91

A similar case was again heard by the US Supreme Court regarding the dismissal of 
a medical student: Regents of University of Michigan v. Ewing [36]. Typically, at the 
University of Michigan, a student who successfully completed the requiremenents 
of the six-year Interflex program would, upon graduatioon, be awarded both under-
graduate and doctorate of medical degrees. One requirement for progression through 
the Inrerflex program was a successful score on Part I of the National Board of 
Medical Examiners (NBME) examination test. In the case of Ewing, a student who 
was dismissed from the University after failing to pass the NMBE I (notably achiev-
ing the lowest examination score in the recorded history of the Interflex program), 
brought suit against the University alleging violation of his rights as guaranteed by 
the 14th Amendment. The US Supreme Court once again upheld the dismissal, 
holding that:

Even if respondent’s assumed property interest gave rise to a substantive right under the 
Due Process Clause to continue enrollment free from arbitrary state action, the facts of 
record disclose no such action. The record unmistakably demonstrates that the decision to 
dismiss respondent was made conscientiously and with careful deliberation, based on an 
evaluation of his entire academic career at the University, including his singularly low score 
on the NBME Part I examination. The narrow avenue for judicial review of the substance of 
academic decisions precludes any conclusion that such decision was such a substantial 
departure from accepted academic norms as to demonstrate that the faculty did not exercise 
professional judgment.

Thus, dismissals of students by Universities based on academic failures, when poli-
cies and procedures are followed, will generally be upheld by the courts, who accord 
broad deference to educational standards. In situations where a disciplinary action 
is based in aspects of character, such as professionalism, courts again will generally 
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defer to educational institutions, as long as the policies and procedures and proce-
dural due process are followed [37].

In general, the courts will treat physicians-in-training within programs of gradu-
ate medical education (GME) as students subject to the academic requirements as 
established by the program and as administered by the Program Director and/or 
GME Director. In the case of Hernandez v. Overlook Hospital [38], a resident in 
Internal Medicine had his contract terminated on the basis of observations and 
reports by peers, and on the the conclusion of the Program Director, that the resident 
had exhibited poor judgment, poor leadership qualities, and a lack of professonal-
ism. Here, the Supreme Court of New Jersey opined that:

[i]f academic termination hearings are transformed into legal proceedings that involve legal 
procedures, the academic hearing would become an adversarial and litigious contest. The 
panel of doctors would no longer be acting as academics reviewing medical decisions, but 
rather as judges, ruling on legal issues that they are not trained or qualified to evaluate.

[149 N.J. 80]

The court went further to state that:
A graduate or professional school is, after all, the best judge of its students’ academic 

performance and their ability to master the required curriculum. The presence of attorneys 
or the imposition of rigid [procedural] rules ... would serve no useful purpose, notwith-
standing that the dismissal in question may be of permanent duration [39].

In conclusion, the process of peer review and discipline during the professional 
education process, from student to graduate trainee, is similar to the peer review and 
discipline which occurs during the medical staff credentialing process and the pro-
cess of state professional licensing body oversight [Chap. 6]. Although litigation by 
students and trainees is not uncommon; the courts will generally defer to the assess-
ments and evaluations of the educational system as long as polices and due process 
are followed [40].

 Malpractice Liability in Nursing Education and Practice

Nursing students, whether they are nursing or advanced practice nursing students, 
are pursuing and completing a curriculum of professional study; that study will 
necessarily include didactic and clinical study in a manner analogous to that of 
medical education. The issues faced by nursing students with respect to educational 
evaluations and the risks of malpractice during patient contact in the course of their 
training are similar to that of medical students or physician assistant students. 
During the clinical portions of nursing study, student nurses begin to have direct 
patient contact under the supervision and direction of their nursing educators or 
preceptors. Preceptor liability is supervisory liability. Preceptor liability is a form of 
vicarious liability under the doctrine of respondeat superior where “even though a 
nurse has no direct patient contact, provides no direct patient care, or is not involved 
in direct patient teaching, if that nurse is responsible for another nurse providing 
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direct care, any act or behavior done by the nurse providing direct care is still the 
responsibility of the supervising nurse” [41]. Students are held to the same profes-
sional standards for individuals in the profession for which they are training. Once 
again, the student and preceptor can be jointly and severally liable for malpractice 
arising from patient care.

 The Captain of the Ship Doctrine

The “captain of the ship doctrine” was a legal principle created by the Pennsylvania 
Supreme Court in the 1949 case of McConnell v. Williams [42]. Here, Mrs. 
McConnell, an expectant mother, consulted her physician who determined that she 
would need a caesarian which was to be performed at the Jewish Hospital in 
Philadelphia. The Jewish Hospital was not a public hospital in the sense of being 
owned or operated by government, but it is a nonprofit, charitable institution, with 
both private-patient and ward service, its facilities being available to everyone in 
need. The operation was a difficult one, complicated by bleeding that required the 
physician’s complete attention. Once the baby was delivered, it was turned over to 
the intern for the purpose of tying the cord and applying a solution of silver nitrate 
to the infant’s eyes. Silver nitrate is an extremely caustic drug requiring careful dos-
age of one or two drops and proper technique; in this case, the intern “filled a syringe 
and squirted the solution once into the child’s left eye and twice into its right eye, 
putting into the latter ‘a great many drops’; moreover, he failed to irrigate the eyes.” 
The eye was so badly burned that it had later to be excised, the child lost her sight 
and required a glass eye. Suit was brought, although the physician was not person-
ally named since the operation he performed on Mrs. McConnell was entirely satis-
factory and not subject to criticism. During trial, testimony substantiated a prima 
facie case of negligence against the intern, and the court was faced with the question 
of whether the doctrine of respondeat superior would apply. The surgeon testified 
that “he had complete control of the operating room and of every person within it 
while the operation was in progress.” The court reasoned that:

If, then, it be true that defendant had supervisory control and the right to give orders to the 
intern [sic] in regard to the very act in the performance of which the latter was negligent, it 
would follow, according to the classical test of agency hereinbefore stated, that a jury would 
be justified in concluding that the temporary relationship between defendant and the intern 
[sic] was that of master and servant, and that consequently defendant was legally liable for 
the harm caused by any negligence on the part of the intern [sic]. … Nor is it a tenable argu-
ment that defendant should be relieved from legal responsibility because the hospital fur-
nished the services of an intern [sic] just as it furnished the silver nitrate solution and the 
facilities of its laboratory and just as it furnished Mrs. McConnell with a room and board 
upon her payment of the hospital charges.

Where one, under the control of another, commits a tort, such as negligence, then 
the responsibility is imputed to he or she in control; this is respondeat superior. 
Vicarious liability is an indirect legal responsibility for injury; liability arises based 
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solely within the nature of the relationship between the parties. Respondeat supe-
rior, or “let the master answer,” holds that an employer or principal may be held 
legally liable for the negligent acts of an employee or agent who is acting within the 
scope of their employment. The “borrowed servant doctrine” is a legal principle 
through which one in control is held liable for the actions of another servant, who is 
actually in the employ of another, but who becomes temporarily the employee or 
servant of that person in control. For example, an operating room nurse, under the 
doctrine, could be in the employ of the hospital; however during an operation, he or 
she comes under the control of the surgeon who directs the actions of the nurse and 
thus becomes his or her “special employer.” The “captain of the ship doctrine” was 
a special form of the “borrowed servant doctrine,” whereby the fact that the surgeon 
was in fact considered to be in full control of all those in the operating room, any 
negligence that occurred under his constructive control was his or hers alone, even 
absolving the hospital of liability. The “captain of the ship doctrine” has now been 
rejected in whole or part by most contemporary courts [43].

 Scope of Practice

The term, “scope of practice” refers to state-specific legislative or state-specific 
statutory restrictions regarding the types of responsibilities or interventions that a 
healthcare practitioner may perform within his or her license. Scope-of-practice 
determinations are made by licensing boards and are generally based upon educa-
tion, certification, and demonstrated competencies. Within healthcare, “scope of 
practice” applies to, for example, physician assistants (PAs), nurses, advanced prac-
tice nurses (NPs), emergency medical services (EMS), dietitians, respiratory thera-
pists, physical therapists, occupational therapists, pharmacists, and dentists. The 
scope of practice for physicians is usually defined through an institution-specific 
privileging process, rather than by law. Most, if not all state laws, allow physicians 
to perform any of the duties associated with the practice of medicine, including 
those duties that would otherwise fall to allied health support staff. The “scope of 
practice” for unlicensed allied health workers is usually defined through a job 
hospital- specific description.

Scope of practice is important in all aspects of healthcare; however, in a team 
model of care, such as that found in hospitals, there is a general trend to collabora-
tion within multidisciplinary practice. Thus, arguably the scope of practice may be 
more relevant in the nonhospital, or independent, practice settings. The scope of 
practice is a contentious issue wherein the scope of practice for nonphysician pro-
viders continues to expand, a change that is sometimes perceived to be threatening 
by physicians. The public policy aim of increasing access to healthcare is largely 
supported by scope of practice expansion. Three important recent developments 
have accelerated scope-of-practice expansion. First, the Triple Aim articulated by 
the Institute for Health which advocated (1) improvement of the patient experience 
of care, (2) improvement of the health of populations, and (3) reduction of the per 
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capita cost of healthcare. Second, the Affordable Care Act which envisioned the 
transformation of the healthcare system to a patient-centered model based in the 
goals of (1) higher-quality, (2) safer, (3) more affordable, and (4) more accessible 
care. Finally, a report by the Institute of Medicine (IOM) published a report entitled 
“Future of Nursing” which made four recommendations to best align the profession 
of nursing with the ACA and the Triple Aim, namely, (1) that nurses should practice 
to the full extent of their education and training; (2) that nurses should achieve 
higher levels of education and training through a system that promotes seamless 
academic progression; (3) that nurses should be full partners, with physicians and 
other health professionals, in redesigning health care; and (4) that there is a need for 
more effective workforce planning and policy through data collection and informa-
tion infrastructure. Nursing advocacy to “practice at the top of one’s license” has 
come to mean that a healthcare team member (APRNs, RNs, LPNs, CNAs, and 
support staff) performs duties commensurate with the full extent of their education, 
training, and abilities, since the changes to legal scope of practice requires legisla-
tive and statutory revisions which are usually time-consuming with respect to legis-
lative process and potentially adversarial [44].

All states require that PAs practice under the directions and supervision of a 
physician. The manner by which (a) scope of practice, (b) supervision requirements, 
and (c) prescriptive authority are determined for PAs varies by state and may be 
determined either (1) by the State Medical Board or (2) defined at the practice level. 
Most states have accepted that the training and specialization of PAs cannot be uni-
versally recognized within scope-of-practice legislation and have shifted to a 
practice- level determination model. PA practice parameters are also governed by 
the bylaws, policies, and procedures of licensed healthcare facilities through the 
privileging process. Anesthesiology Assistants (AAs) also allied health profession-
als who work within the anesthesia care team (ACT) exclusively under the direction 
of a licensed anesthesiologist. With respect to scope of practice and other regula-
tions regarding clinical practice, AAs share many similarities to PAs; although AAs 
are not recognized by all US states. Although AAs and certified Nurse Anesthestists 
are both members of the ACT; there are numerous and often subtantial, differences 
with respect to background, training, licensure, and supervision requirements.

Advanced practice nurses (APNs) include nurse practitioners, certified nurse 
anesthetists, and nurse midwives. Once again, the scope of practice for advanced 
practice nurses is legislatively defined by each state for each category of advanced 
practice nurse, also subject to hospital bylaws, policies, and rules.

The scope of practice has a significant impact on liability. Where professionals 
practice under the direction or supervision of another, supervisory doctrines such as 
vicarious liability, respondeat superior, or agency may apply so that the supervisor 
is legally responsible for the acts of the supervised. Thus, if an APP (PA or APN) 
renders professional services outside their scope of practice and there is patient 
harm stemming from a violation of the standard of care, the medical malpractice 
liability will depend on whether the practitioner was acting in a supervised relation-
ship; if so, the liability will likely impute to the supervisor, although the practitioner 
may also be held independently liable. On the other hand, where the practitioner is 
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practicing independently, he or she will be fully liable for any verdict and damages 
related to the cause of action. Although data are sparse, because of out-of-court 
settlements and the relative infancy of the claims database, malpractice actions 
against NPs claims are increasing [Table 7.1].

In 2007, a Tampa, FL jury awarded the second-largest malpractice award in US 
history, $217 million, including $100 million in punitive damages on behalf of 
Navarro whose cerebellar stroke was misdiagnosed as sinusitis. The supervising ED 
physician testified that he assumed the PA who allegedly provided care to Navarro 
was licensed and credentialed where in actual fact, the “PA” was in effect a scribe, 
an unlicensed PA who had failed the state PA licensure examination four times [45].

Advance practice providers such as PAs, AA, and APN are also potentially liable 
for misrepresentation and/or failure to obtain an informed consent to treat if they do 
not properly identify themselves to a patient; this situation is similar to that of medi-
cal students and residents discussed above. Furthermore, misrepresentation and fail-
ure to obtain an informed consent have liability implications not only in tort (such 
as battery and malpractice) but also with respect to professional misconduct under 
the jurisdiction of state licensing boards [see Chap. 6].

 Liability Issues Arising from Preceptorship and Proctoring

Clinical learning at all levels necessarily involves observation, supervised perfor-
mance, and peer review. Similarly, the policies and bylaws of the medical staff will 
define each facility’s process for the granting of privileges to a provider for a newly 
acquired skill requiring the credentialing body of a healthcare facility to review the 
provider’s training and to document reasonable procedural competence, a process 
which then begins a continuous process of reevaluation through ongoing peer 
review. However, the nature of medical practice is such that, at times, skills previ-
ously learned but not used over long periods of time or new skills acquired during 

Table 7.1 Nurse practitioner claims Analysis 1998–2008 (after CNA HealthPro 2019 [50])

During the 10-year period:
  Average indemnity and expense payments increased
  Adult/geriatric, family, and pediatric/neonatal specialties had the greatest number of claims
  The medical care office was the location with the highest number of claims
  Diagnosis-related allegations accounted for 39% of open and closed claims
  Scope-of-practice-related allegations were relatively rare but had the highest average severity
  Failure to order/obtain appropriate consultation/referral had the highest severity among 

treatment-related allegations
  More than 80% of medication errors were prescription-related
  Cardiac condition was associated with 22.1% of the closed claims that resulted in death and 

indemnity payment
  Four closed claims during the time period that settled at the policy limit resulted from 

allegations of failure to diagnose or failure to properly asses
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the course of practice in order to accommodate evolving developments in technol-
ogy or procedures into one’s practice becomes necessary. In such cases, “mature” 
practitioners, no longer within a program of training, must learn, demonstrate, com-
petence, and become privileged to incorporate new skills into their practice; this 
occurs through the processes of preceptorship and/or proctoring.

Two situations arise where a more skilled observer is present during a procedure 
for the purposes of training and evaluation, respectively: (1) a preceptorship, 
wherein the preceptor is an instructor or teacher and is therefore responsible for the 
actions of the trainee, and (2) a proctorship, whereby the proctor is not teaching, but 
has assumed only the limited responsibility for assessment and documentation of 
the performance of another for the purposes of credentialing and/or privileging.

It is well settled that the preceptor, in the role of instructor, is fully liable for the 
actions of his or her trainee; this is analogous to the teaching or training relation-
ships discussed above. However, the issue of the extent to which a proctor is liable 
for the actions of the provider whose performance is being assessed is more com-
plex. There is little question that a proctor has an ethical duty to a patient in the situ-
ation that the procedure being proctored goes awry; some proctoring guidelines 
recommend that the proctor intervene in the event of a complication or emergency. 
In theory, Good Samaritan laws could immunize proctoring physicians when they 
intervene during an emergency; the legal criteria for protection under a Good 
Samaritan stature are, in general, (1) an action taken in good faith, (2) to provide 
emergency medical care, and (3) the absence of a preexisting duty to treat or to the 
affected person. However, it is not clear that an emergency arising during an elective 
operation will be viewed by the courts as an emergency under the Act. For example, 
the case of Bryant v. Bakshandeh [46] involves a case where a urologist was con-
sulted following multiple attempts by the surgeon to insert a Foley catheter. Here, 
the patient was asleep but the operation had not started. The urologist was also 
unable to pass the catheter; the operation was then aborted, but the patient devel-
oped complications from the attempted catheterization and the patient sued. 
Although the urologist invoked the Good Samaritan statute as a defense, the court 
ruled against the defense holding that there was no “emergency” situation. In gen-
eral, proctors are not held legally liable for injuries to a patient, by an otherwise 
qualified provider unless there is evidence that the proctor had established a profes-
sional relationship with the patient. Few cases have addressed the liability of 
proctors.

Liability in negligence is predicated in a legal duty to the patient; absent a legal 
duty, there can be no breach, and therefore there can be no liability. Proctors has 
been held to not be liable even if they witness gross malpractice and choose not to 
intervene. In the case of Clarke v. Hoek [47], an orthopedic surgeon who was proc-
toring an operation witnessed malpractice and chose not to intervene. In Clarke, the 
trial court dismissed on summary judgment finding that the surgeon had no legal 
duty to intervene. The verdict was appealed, where at trial the plaintiff’s expert wit-
ness testified that it was a violation of the standard of care to not intervene, but the 
appellate court sustained the summary judgment holding that the “duty to treat” was 
not an issue of “standard of care” for expert opinion, rather the “duty to treat” was 
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an issue of law: “absent a special relationship giving rise to a duty to act, a person is 
under no duty to take affirmative action to assist or protect another, no matter how 
great the danger in which the other is placed, or how easily he could be rescued.”

In the case of Zablocki v. Wilkin [48], a plaintiff suffered a fractured right ankle 
and was referred to the care of Dr. Wilkin who was recently credentialed in podiatric 
surgery and was mandated to have a proctor present for his first five surgeries. 
Another surgeon was appointed to proctor, was not paid for proctoring services, did 
not scrub in, and was not present for the entire procedure; however he admitted to 
discussing the proposed procedure with Wilkin before the surgery. The proctor, Dr. 
Walkovich, testified that his “sole function as a proctor was to observe another doc-
tor for purposes of determining if that doctor has demonstrated the skills necessary 
to justify an extension of privileges.” Zablocki later filed a medical malpractice 
action against both surgeons, in which she alleged, inter alia, that Dr. Walkovich 
failed to properly supervise the procedure. The Ohio court dismissed the action as a 
matter of law, stating that a “physician who, on behalf of a hospital and without 
compensation, acts as a proctor in observing a surgical operation for the sole and 
express purpose of assessing and reporting on the competence of a candidate for 
membership of a hospital medical staff” does not owe a duty to a patient to “inter-
vene in that surgery in order to prevent malpractice by the proctored surgeon.”

Therefore, both preceptorship and proctorship create potential legal liabilities. 
Case law suggests that a physician-patient relationship might be implied if the 
patient is led to believe that the proctor will be “supervising” the procedure, if the 
proctor is named as member of the operating team on the consent form, if the proc-
tor meets with the patient and suggests that he or she will be assisting in the proce-
dure, or if the proctor actively participates in the procedure either by offering 
medical advice or procedural assistance. If the proctor “crosses the line” from 
observer to “participant,” then an argument for co-defendant liability can be more 
convincingly made. Suggestions of active involvement even indirectly can lead to 
vicarious liability, active intervention may create liability as a surgical assistant, and 
offering advice may create liability as a consultant. Where a proctor, without invita-
tion, intervenes on behalf of a patient, there are potential collateral liabilities not 
predicated in a theory of negligence; these may include a violation of the peer 
review process, bias, battery, unauthorized practice, or defamation of character. In 
some situations, out-of-state experts may be retained as proctors specifically for the 
purpose of attesting to competency; these proctors may neither be licensed to prac-
tice in the state nor credentialed to perform that procedure within the institution in 
which the proctoring occurs; in such cases, the active involvement of the proctor in 
the procedure may be construed to represent the unlicensed practice of medi-
cine [49].
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Chapter 8
The Science of Teamwork in Healthcare: 
Importance to Patient Outcome

James E. Szalados

 Introduction

The US healthcare delivery system is a complex network wherein providers from 
many specialties, nurses, and their support staff provide care to patients and their 
families at diverse points of care. The complexity of the subsystems and systems 
can create waste and error. Waste may occur through redundancy, over- and under-
treatment, and medical diagnostic or treatment errors, generally categorized as 
errors of commission or omission.

Sir William Osler, a founding professor of Johns Hopkins Hospital and often 
referred to as the Father of Moderate Medicine, once commented that “errors in 
judgment must occur in the practice of an art which consists largely of balancing 
probabilities” [1]. Osler’s observation has proved to be timeless and continues to 
highlight the uncertainties inherent in the treatment of complex diseases affecting 
even more complex individuals where decisions made urgently in real time, often in 
the absence of complete information, have critical ramifications on the lives of 
patients.

With the added recognition that many if not most of preventable medical errors 
are the result of system failures, focus has been redirected from blaming individuals 
to developing systems capable of detecting and preventing errors before these areas 
become capable of harming individual patients. Thus, although healthcare quality 
engineers continue to advocate for a “zero defects” approach to medical errors and 
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a “zero tolerance” for patient harm, the inherent variability and complexity of 
healthcare preclude absolute “zero defects.” Instead, and more realistically, health-
care clinicians, leaders, and systems must maintain their commitment to excellence 
so as to continually progress toward a state of clinical and operational perfection. In 
the words of Vince Lombardi, “Perfection is not attainable, but if we chase perfec-
tion, we can catch excellence.”

Individuals in healthcare often function within teams, which may be variably 
categorized as divisions, services, or departments. In many instances, teams may 
even assembled on short notice for the completion of a brief specific task, such as a 
surgery, a procedure, or a resuscitation. Teams have the potential to achieve more 
than any one person can achieve working alone; however, the concept of collabora-
tion and teamwork sometimes remains elusive in a system founded upon a cottage 
industry model. In the words of Andrew Carnegie, “Teamwork is the ability to work 
together toward a common vision. The ability to direct individual accomplishments 
toward organizational objectives. It is the fuel that allows common people to attain 
uncommon results.”

Patient safety programs have evolved from traditional quality assurance and 
quality improvement programs into more system-wide approaches to develop 
ingrained cultures of safety highlighting the importance of collaboration and team-
work to better achieve the shared cultural goal of optimal patient outcomes. In addi-
tion, the landmark publication To Err Is Human authored by the Institute of Medicine 
[2] not only highlighted the pervasive nature of medical errors but also underscored 
the opportunities for the healthcare system to improve patient safety through stan-
dardization, evidence-based medicine, collaboration, and communication. Although 
providers are conditioned to introspect and continually evaluate the outcomes of 
their practice patterns, because they strive to provide the best care possible to their 
patients, such introspection is limited because of perspective and bias. Thus, quality 
management is by its very nature a team endeavor. Teams facilitate situational 
awareness and “bias dilution.”

The term ethics has its origin in the Greek ethos which is translated as “custom” 
or “habit” and is a branch of philosophy relating to the analysis and application of 
precepts regarding right and wrong and also interactions between people. Medical 
ethics refers to the systematic study of ethical or moral issues as applied to the prac-
tice of medicine. Traditionally, ethics is based in open discourse and discussion 
regarding issues for which there are frequently no clear-cut answers and therefore 
medical ethics often provides a framework for problem solving in highly complex 
clinical dilemmas in situations. Whereas medicine as practiced in industrialized 
countries is widely believed to be a science [3], others continue to highlight the 
human and humanistic elements inherent in medical practice [4]. The first chapters 
of Cecil’s Textbook of Medicine represent with a discourse on the art of medicine, 
with its focus on the patient, and the importance of teaching and reinforcing pro-
vider respect for patients as persons, interpersonal skills with patients and within the 
team, professional attitude, and the importance of developing and better under-
standing of people as individuals so as to better communicate and foster caring. 
Therefore, in a sense, any discussion regarding patient harm and medical error must 
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by necessity begin with discussions regarding values, conduct, and advocacy [5]. 
Safety and quality must be ingrained into organizational culture; these core values 
need to be driven and supported by the highest levels of organizational leadership, 
including the President, CEO, and the Board of Directors. In the words of Mark 
Sanborn, “In teamwork, silence isn’t golden, it’s deadly,” and Peter F. Drucker “The 
most important thing in communication is to hear what isn’t being said.”

 The Transformation of Healthcare: From Cottage Industry 
Artisans to Multidisciplinary Teams

The delivery of healthcare in America was characterized by a rapid transformation 
in the mid-twentieth century from a cottage industry model composed of indepen-
dent and diverse practitioners into a corporate healthcare model now characterized 
by increasingly large and complex health systems, close ties with industry through 
technology development and material supplies, and continuously increasing regula-
tory oversight.

The original model of US healthcare, the cottage industry model, was one where 
individual office-based physicians fiercely and independently owned and managed 
the their practices, practiced alone, and in settings where prevailing training, tech-
nology, and resources were the primary determinants of patient outcomes. The 
rewards of early physician practice models included a stature in the community, a 
high barrier to entry for competitors, and a steady income base through a loosely 
structured fee-for-service model, all with little or no regulatory or legal oversight. 
Such a cottage industry network of small private practices remains in suburban and 
rural America but continues to decline. Berwick et  al. argue that the present US 
healthcare system functionally remains a cottage industry of nonintegrated, dedi-
cated artisans who eschew standardization, that services are often highly variable, 
performance remains largely unmeasured, care is customized to individual patients, 
and standardized processes are regarded with skepticism [6].

The evolutionary transformation of the American healthcare system was the 
combination of many factors, including scientific and technological advances, 
increasing complexity and cost, government regulation and third-party payers, 
national standards of care, tort law, and the rise of hospitals and hospital systems as 
the primary point of care for complex acute and chronic disease. Providers realized 
that better care outcomes could be achieved through consultation with specialists 
and the utilization of evolving technologies such as testing, medications, and moni-
toring which were beyond the capabilities of individual practices and practitioners. 
The first recognized importance of hospitals to communities lays within the ability 
of community physicians to refer to their patients to hospitals where increasingly 
complex patients could be treated by a safety net composed of medical specialists 
and nurses and where an increasing concentration of technical and technological 
support could help those patients who were previously considered untreatable when 
their care was limited to physician offices. Thus, the evolving scientific complexity 
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of medicine led first to an ever-increasing interdependence of private physicians 
with hospitals and subsequently to the development of hospital-based medical 
staff [7].

Whereas the independent and autonomous private physicians who comprised the 
“country doctor” model simply “did the best they could” under the circumstances 
with little legal or regulatory oversight of their clinical outcome, quality and safety 
have assumed a pivotal role in modern healthcare. A fundamental impetus for the 
standardization of quality and safety was rooted in the legal tort system. Hospital 
liability under tort law forced an administrative oversight for the quality of care 
provided by private referring physicians. The court case of Darling v. Charleston 
Community Memorial Hospital established that a hospital may be liable for the 
negligence of its staff. In its opinion, the Darling court stated that:

The conception that the hospital does not undertake to treat the patient, does not undertake 
to act through its doctors and nurses, but undertakes instead simply to procure them to act 
upon their own responsibility, no longer reflects the fact. Present-day hospitals, as their 
manner of operation plainly demonstrates, do far more than furnish facilities for treatment. 
They regularly employ on a salary basis a large staff of physicians, nurses and internes, as 
well as administrative and manual workers, and they charge patients for medical care and 
treatment, collecting for such services, if necessary, by legal action. Certainly, the person 
who avails himself of ‘hospital facilities’ expects that the hospital will attempt to cure him, 
not that its nurses or other employees will act on their own responsibility [8].

Subsequent to the court decision in Darling, a further series of medical negligence 
cases reaffirmed (a) that hospitals owed a duty to private patients to establish, pub-
lish, and enforce rules and regulations pertaining to patient care, the patient which 
could result in independent liability of the hospital, and (b) that vicarious liability 
could be imposed upon a hospital for the negligence of independent medical staff 
and personnel in the care of hospitalized patients under doctrines of either apparent 
authority or ostensible agency [9]. Thus, hospital liability provided the initial impe-
tus for administrative oversight of hospital-based medical care. The initial hospital-
based quality programs consisted of provider credentialing and privileging, peer 
review, and later as formal hospital quality assurance and hospital- based quality 
improvement programs. Subsequently, in 1951, the Joint Commission on 
Accreditation of Hospitals (JCAH) was established as a nonprofit organization 
designed to provide voluntary accreditation of hospitals based on defined minimum 
national quality standards. The Joint Commission continues its mission of continu-
ous improvement of the safety and quality of care through standards, oversight, and 
accreditation.

 Risk Management Versus Quality Assurance

Risk management in healthcare is the sum of a variety of clinical and administrative 
systems, processes, and reporting systems which all serve to detect, monitor, assess, 
mitigate, and prevent financial loss. Through the use of effective risk management, 
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healthcare organizations can proactively and systematically improve patient safety 
and also safeguard the organization’s assets, market share, accreditation, reimburse-
ment levels, brand value, and community standing [10].

Optimally, a tight interface between a proactive risk management program and a 
quality assurance program is dynamic and can serve the legitimate interests of both, 
whereby opportunities identified through risk management can be directly and 
immediately channeled into system-wide opportunities for quality improvement. In 
its current more comprehensive role, enterprise risk management is composed of 
the assessment and management of risk across at least eight operational domains:

 1. Operational
 2. Clinical and patient safety
 3. Strategic
 4. Financial
 5. Human capital
 6. Legal and regulatory
 7. Technological
 8. Environmental- and Infrastructure-based hazards

Quality assurance (QA), or quality improvement (QI), in healthcare, as opposed 
to quality control in manufacturing and industrial models, relates to the identifica-
tion and improvement of processes which minimize errors and improve outcomes. 
The Institute of Medicine defines healthcare quality as “the degree to which health 
care services for individuals and populations increase the likelihood of desired 
health outcomes and are consistent with current professional knowledge” [11]. A 
fundamental challenge to quality improvement in healthcare has always been and 
continues to be the practical definition of quality and identification of meaningful 
metrics by which quality can be quantified. Traditional patient-centered measures of 
quality were rooted in morbidity and mortality (M&M) conferences, peer review, 
and the tort litigation system. Deming argued the importance of data collection and 
analysis and asserted that meaningful quality improvement must be data-driven; 
improvement presupposed and mandated data collection and analysis. In addition, 
Deming articulated “14 key principles or Points on Quality Management,” through 
the Deming Model of Quality Management, a core foundation for total quality man-
agement (TQM) which emphasized the standardization of processes, training, and 
infrastructure. TQM is characterized by the Plan-Do-Check-Act Cycle in which 
processes are analyzed, changes are instituted, effects are verified, and new pro-
cesses and protocols are implemented. TQM has now evolved into the Lean Six 
Sigma philosophy which focused on continuously reducing the number of errors to 
the point where the error rate continues to decrease. In the 1990s, data revealed that 
medical care in the USA was characterized by large geographic variations in prac-
tice patterns which led to development of clinical guidelines. With the development 
of clinical guidelines, the focus of quality measurement became standardization – 
where performance measures could be more easily quantitatively measured as devi-
ations from established norms.
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TQM and General Systems Theory helped recognize that the quality or outcome 
of clinical care was very much a function of the environment and the support sys-
tem, as well as the individual. With the evolution of systems theory, and its applica-
tion to quality management, especially the work of Donabedian, it became 
increasingly apparent that many medical errors are more attributable to system or 
process failures rather than failure of any one individual. Through his model of 
systems thinking, Donabedian suggested that quality could be measured by assess-
ing three domains: (a) structures, (b) processes, and (c) outcomes of care. Structure 
refers to the attributes of the environment, the individuals and the teams, and the 
organizational structure. Process describes the actual activities and the way in which 
they are carried out. Outcome refers to the impact and measureable end result. 
Therefore compromised leadership or organizational cultures, a poorly designed 
work environment, or dysfunctional teamwork may all undermine quality and 
safety. Nonetheless, a fundamental problem in healthcare, as opposed to other 
industries, is that safe care does not, in itself, translate into high-quality care.

 General Systems Theory

The Austrian biologist, von Bertalanffy, is credited with the development of modern 
General Systems Theory, asserting that systems cannot be reduced to a series of 
parts functioning in isolation, but rather, to understand the whole, one must under-
stand the interrelations between the parts [12]. Systems theory offers a framework 
for quality improvement (QI) in healthcare because systems theory supports “sys-
tems thinking” – a discipline that focuses on the system as a whole, and its interre-
lationships, rather than simply the isolated components. High-quality care is more 
likely to occur within systems where relationships and interrelationships are consid-
ered important, since effective communication, team building, conflict manage-
ment, behavioral competencies and skill competencies, process management, and 
education all contribute to safe and effective outcomes [13]. Although systems the-
ory had no practical application in the cottage industry model of healthcare, it has 
become largely intuitive to modern-day healthcare professionals.

The importance of systems theory to healthcare quality and teamwork rests in the 
assumption that most individuals strive to do good work but that the outcome is 
largely a function of the environment. Causal analysis based on systems theory 
asserts that, when errors occur, individual failings should not be the primary focus; 
rather, the inquiry should focus on the environment which failed to detect or miti-
gate the effects of the error. Systems theory shifted the QI approach from the tradi-
tional “name, blame, and shame” approach toward the creation of error-resistant 
and error-resilient environments where the system, teams, and individuals work 
together to achieve optimal outcomes.

A proponent of General Systems Theory is Peter Senge, who further proposed 
that organizations such as businesses and healthcare organizations are in fact com-
plex systems which, similar to biological complex-adaptive systems, function 
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optimally when they transform culturally to become “learning organizations.” 
Senge identified five disciplines, or five capabilities, that an organization and its 
members must possess in order to become a learning organization: (1) systems 
thinking, (2) personal mastery, (3) mental models, (4) building-shared vision, and 
(5) team learning.

 Culture and Safety in Healthcare

The relationship between an organizational culture of safety and good patient out-
comes is well established [14]. It is now considered axiomatic that an organizational 
culture which supports cohesive and dedicated teamwork is essential to excellence 
in healthcare. When organizational leadership not only supports but also encourages 
a disciplined yet compassionate team approach to patient care, then the patient, fam-
ily, care team, and institution can best succeed together [15]. The National Patient 
Safety Foundation (NPSF) now considers leadership support for a culture of safety 
to be the most important of its recommendations for optimizing patient safety [16].

A patient safety culture may perhaps be best conceptualized as a series of inter-
ventions which are rooted in principles of leadership, teamwork, and behavior 
change rather than a specific process, team, or technology [14]. The practical impor-
tance of Tom Peters’ principle of “management by walking around” (MBWA) can-
not be overstated. Executive walk rounds is an interventional strategy which engages 
organizational leadership directly with frontline care team members. Organizations 
which do not achieve optimal outcomes frequently lack the leadership engagement 
and commitment necessary to inspire and support the frontline team.

The Challenger space shuttle launch decision exemplifies the importance of 
organizational culture to outcomes and has significant applicability to the science of 
error management and safety in healthcare. The early National Aeronautics and 
Space Administration (NASA) was shaped by a team-based problem-solving cul-
ture with a spirited “can do” attitude. Later however, as NASA became structurally 
more complex and bureaucratic, it slowly transformed into more of a technical pro-
duction system characterized by administrative hierarchy which increasingly 
focused on budgetary constraints, public perceptions, and production benchmarks. 
Simultaneously, corporate leadership stressed prior successes, and a work group 
culture evolved which began to accept and even normalize risk.

In The Challenger Launch Decision: Risky Technology, Culture, and Deviance at 
NASA, Diane Vaughan examined the series of events believed to have led to the ill- 
fated Challenger launch decision [17]. Vaughan posits that “incalculable risk” 
became normalized into a concept of “acceptable risk” which, in turn, was cultur-
ally internalized and progressively rationalized as a part of NASA’s standard operat-
ing procedures. Rocket science was understood to be innately risky; however, 
NASA culture chose to marginalize risk given its history of “beating the odds” 
believing that its technical superiority and redundancies would continue to “beat the 
odds” going forward. Thus, NASA engineers built two O-rings into the shuttle 
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rocket design as a redundancy and chose to accept the risk of O-ring failure even 
when test performance results deviated from design specifications. Reportedly, 
engineer Morton Thiokol concerned that the planned Challenger launch in the set-
ting of forecasted cold temperatures in Florida could undermine O-ring perfor-
mance, making a “no launch” recommendation for the Challenger; however, he was 
unable to persuade NASA leadership to postpone the launch. Thus, production pres-
sure and a leadership culture in which negativism was frowned upon forced the 
Challenger launch which ended in catastrophe. Factors believed to have led to the 
Challenger launch decision include (1) perceived pressure, (2) rigid conformity to 
perceived role requirements, (3) questionable reasoning, (4) ambiguous communi-
cations, and (5) failure to ask important relevant questions [18].

Vaughan also identified three organizational factors which, in her opinion, 
resulted in the Challenger disaster: (1) the normalization of deviance, a belief in 
acceptable risk; (2) the culture of production whereby lunch schedules and budget-
ary pressures relegated safety behind cost and schedule imperative; and (3) the 
structural secrecy, wherein siloed information, coupled with poor communication 
and an attempt to avoid negativism, resulted in constrained information flow and 
inaccurate perceptions of the actual operating conditional and risks. Effective tech-
nical and group communication requires a sincere exchange of information in four 
dimensions: clarity, interrelatedness, centrality, and openness [19].

The relevance of the lessons learned from the Challenger launch decision to the 
safety culture in healthcare cannot be overstated. Repeatedly, studies have demon-
strated that pressures which prioritize output over the safety produce conditions 
deleterious to patient safety. For example, Gaba et al. determined that production 
pressure and financial pressure are detrimental to team functionality and result in 
unsafe clinical decisions [20]. Moreover, leadership in the healthcare is often overly 
focused on optimism, confusing realism with negativism, and thereby fails to appre-
ciate the potential deleterious impact of administrative directives on frontline per-
formance and patient safety.

A “safety culture” refers to an organizational culture in which perceptions, 
beliefs, values, attitudes, and actions form the basis for a shared commitment to 
safety and an effort to minimize errors which may lead to patient harm. The notion 
of a “safety culture” originated in studies of high reliability organizations (HROs) 
which demonstrated a consistent ability to minimize adverse events while managing 
intrinsically complex and hazardous work. The importance of true and committed 
leadership involvement inpatient safety is exemplified in the high reliability 
organization.

 The High Reliability Organization

The study of “high reliability” is rooted in the recognition that many organizations 
function very well under intrinsically hazardous and fast-paced conditions and yet 
manage highly complex systems in an essentially error-free manner and sustain 
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exemplary safety records over extended periods of time [21]. Examples of HROs 
include commercial aviation, oilfield services, the nuclear power industry, and air-
craft carriers. One important feature of HROs is that they are culturally preoccupied 
with a potential for failure and therefore resist temptations to simplify observations 
and experiences. The HRO mindset exemplifies the apparent failures at NASA 
which led to the Challenger launch decision. HROs train their teams to recognize 
that threats to safety can be complex and that the earliest indicators of potential 
threats usually and typically appear as almost imperceptible small events or varia-
tions [22].

HROs maintain their resilience even in the event of mishaps through a recogni-
tion that despite best efforts and past successes, errors will inevitably occur and 
safety may ultimately be compromised. HROs enhance that resilience through a 
deference to expertise within their team structure and preemptively identify indi-
viduals with relevant expertise. HROs value the perspectives of frontline team mem-
bers and are culturally able to subordinate organizational hierarchy. Clear and 
efficient communication between leadership and “boots on the ground” team mem-
bers is essential if potential threats to safety are to be efficiently and effectively 
identified and corrected.

Roberts and Rousseau identified eight characteristics of HROs: (1) hypercom-
plexity, (2) tightly coupled, (3) extreme hierarchical differentiation, (4) many 
decision- makers working in complex communication networks, (5) high degree of 
accountability, (6) frequent, immediate feedback regarding decisions, (7) com-
pressed time factors, and (8) synchronized outcomes [23].

Hypercomplexity exists in HROs because of an innately high number and variety 
of subcomponents and subsystems each characterized by unique procedures, train-
ing routines, and command hierarchy. Thus, in order to successfully manage hyper-
complexity, good communication between many individual teams and subsystems 
is essential to coordinate interrelated activities and even to efficiently monitor over-
all system performance. Hypercomplexity is intrinsic to healthcare since a multi-
tude of subspecialties and disciplines, including support systems such as nursing, 
pharmacy, and technical support, all must focus their efforts on a clinical situation, 
such as a complex patient, to coordinate their activities in order to effect the optimal 
clinical outcome.

Tight coupling is defined in HROs as reciprocal task interdependence across 
many units and levels so that the effective performance of any given task is natu-
rally dependent upon effective performance of a number of other preceding, con-
current, and subsequent tasks. In contrast to tight coupling, a loosely coupled 
system is one in which each of components either lacks or makes little use of 
knowledge regarding the state of other subsystems or components. Siloed systems 
are loosely coupled and therefore at high risk for dysfunction due to a lack of 
coordination. In a tightly coupled system, all the elements are “in tune” with each 
other to manage the overall progress toward the end goal. Tight coupling presup-
poses effective communication but also mutual support; it is coordination, com-
munication, and unified focus. Tight coupling, as it applies to healthcare, describes 
real-time clinical decision-making, whereby effective decisions are based upon a 
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myriad of streaming data points from many sources, which in turn requires timely, 
accurate, and reliable communication of information to minimize the possibility 
of error.

Extreme hierarchical differentiation in HROs refers to an organizational com-
mand structure in which levels and roles are clearly differentiated. Hierarchical dif-
ferentiation characterizes the aviation industry and the armed forces and can be a 
source of both weakness and strength depending on the effectiveness of the leader-
ship culture in the hierarchy. In an ineffective hierarchy, poor coordination and 
cohesiveness lead to dysfunctional communication, which in turn results in error- 
prone decision-making. On the other hand, in an effective hierarchy, leadership 
serves to unify, direct, and coordinate through the development and support of 
shared vision, responsibility, and direction. Well-led teams exhibit both assertive-
ness and mutual trust, which create an environment wherein all team members can 
assert their ideas and concerns to a higher-ranking team member without fear of 
criticism or reprisal. In a well-led team, the perspectives of all team members, espe-
cially frontline team members, are elicited and valued [this mindset is an essential 
element of Crew Resource Management; see below]. Therefore, HROs are charac-
terized by a culture of “collective mindfulness,” whereby every team member, irre-
spective of hierarchical status, is continuously and acutely aware that even small 
failures and safety protocols or processes can result in catastrophic adverse out-
comes and therefore every member is fully committed and focused on finding, 
addressing, and correcting potential safety concerns at an early stage before a larger 
system failure can occur [24]. HROs maintain robust process improvement and also 
embrace that model of organizational culture which is now recognized as the “safety 
culture.”

Teams in HROs are composed of many individual decision-makers with diverse 
backgrounds working in complex networks. For example, within healthcare, a spe-
cific team may include a physician, advanced practice provider, nurse, therapists, 
and technicians. Such diverse team members are each trained specifically within 
their respective professions with varying styles of communication depending on 
their role and hierarchical position. Since the ability to frame a critical communica-
tion is essential in a complex environment, the manner of communication is as 
important as the message. Communication theory recognizes seven major elements 
of communication process: (1) sender, (2) ideas, (3) encoding, (4) communication 
channel, (5) receiver, (6) decoding, and (7) feedback. In healthcare, new and emerg-
ing models of communication such as the Situation, Background, Assessment, 
Recommendation (SBAR) strategy have been used in healthcare to effectively over-
come communication barriers.

HROs are also characterized by “immediate feedback” regarding decisions; there 
is an identifiable, measurable outcome metric associated with HRO team perfor-
mance. In order to ensure effective feedback, feedback must be timely and specific 
and appropriately delivered. Optimally, feedback should be respectful, and every 
feedback should be recognized as a potential teaching/learning opportunity.

Major HRO activities often occur under compressed timelines; even routine pro-
cedures in healthcare can rapidly change and evolve into stressful, time-compressed 
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situations, where minutes count in a medical emergency. Teams must be capable of 
changing pace based on the situation and rapidly reconfigure and adapt to urgencies 
and emergencies.

In the Roberts and Rousseau model, the eighth characteristic of HROs is that 
critical outcomes occur simultaneously; therefore, teams differ from groups or indi-
viduals working in isolation because of intra-dependency which creates a need for 
synchronization of activities.

Therefore, in summary, the key features of an HRO are:

 1. Acknowledgment of the high-risk nature of an organization’s activities and the 
determination to achieve consistently safe operations

 2. A blame-free environment where individuals are able to report errors or near 
misses without fear of reprimand or punishment

 3. Encouragement of collaboration across ranks and disciplines to seek solutions to 
patient safety problems

 4. Organizational commitment of resources to address safety concerns [25]

HRO teamwork and the KSAs which comprise it are critical for successful per-
formance, at the process and at organizational levels. KSA is an acronym for 
Knowledge, Skills, and Attitudes. The Joint Commission suggests that hospitals and 
healthcare organizations work to create a strong foundation to support their subse-
quent maturation into HROs. Foundational work for HRO development in health-
care includes a leadership commitment to zero-harm goals, establishment of a safety 
culture, and institution of a robust process improvement culture. The Joint 
Commission has developed and published tools and metrics to help with organiza-
tional culture development on the road to high reliability [26]. The IOM also issued 
recommendations designed to move healthcare institutions toward high reliability. 
Furthermore, the Agency for Healthcare Research and Quality (AHRQ) has assumed 
a lead role in supporting and implementing the recommendations of the IOM toward 
health system-wide HRO development.

Crew Resource Management (CRM) has emerged within HROs as an effective 
approach to training, developing, and sustaining essential team skills that facilitate 
safe and effective operations under critical situations. CRM is essential to effec-
tively managing the hierarchical differentiation inherent in HROs.

 Crew Resource Management

Healthcare delivery systems exemplify the paradigm of a complex organization – 
one that operates as a multidisciplinary team under high stakes in dynamic policy 
and regulatory environments. Therefore, the coordination and delivery of safe, high- 
quality care demand effective teamwork and collaboration within, as well as across, 
organizational, disciplinary, technical, and cultural boundaries. The concept of 
CRM was originally derived from safety training in aviation and has recently been 
successfully adapted to the healthcare sector [27].
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Formal civil aviation Crew Resource Management (CRM) was first introduced in 
the USA as an aviation industry training competency in 1979 [28]. Nonetheless, the 
conceptual foundations for CRM can be traced to earlier human factors’ perfor-
mance research conducted by the US Army Air Corps and US Navy during World 
War II. Since 1979, the CRM concept has evolved through several iterations, each 
modified based on new human performance research as well as aviation safety per-
spectives derived from aviation mishap analyses conducted by the Federal Aviation 
Administration and Flight Safety International, the National Transportation Safety 
Board, and NASA, among others. Flawed decision-making, as exemplified by poor 
CRM, is considered as a root cause in the Challenger and Columbia Space Shuttle 
disasters, the loss of the Mars Climate Orbiter, and the Mars Polar Lander. In the 
most recent fifth generation of CRM, a major philosophical shift now assumes that 
human error is pervasive and cannot be totally eliminated and therefore must be 
effectively mitigated.

CRM theory was developed as a systemic response by the aviation industry to 
accident reconstructions, analysis of data from flight data recorders (FDRs), and 
data from cockpit voice recorders (CVRs). Data suggested that many aviation acci-
dents were not a result of technical malfunctions, failure of aircraft handling skills, 
or a lack of technical knowledge, but rather a result of the inability of crews to col-
lectively and appropriately respond to a rapidly evolving complex situation. Thus, 
CRM was developed as management system designed to optimize the use of avail-
able resources – equipment, procedures, and people – to promote operational safety 
and efficiency. CRM focuses on the cognitive and interpersonal skills needed to 
manage complex situations. To accomplish its goal, CRM employs team-based 
training which encompasses basic knowledge, skills and attitudes such as effective 
communication, promotion of situational awareness, crisis problem-solving, per-
sonal accountability, decision-making, and teamwork [29]. CRM represented an 
organizational culture shift in the traditional hierarchical differentiation of the air-
line industry to recognize the value of the team.

Human behaviors are recognized to be a product of knowledge and training, 
thought process, personality, attitude, and background. CRM views decision- 
making as a series of cognitive and behavioral events where the leader and team 
members work together to (1) plan a work process, (2) designate and brief members 
regarding roles and functions (3), monitor the process as it occurs (4), detect and 
report deviations from the plan (5), communicate corrections from the top down (6), 
adjust actions as needed, (7) debrief at important moments (at significant change or 
conclusion of work), and (8) learn to refine the human-machine interface.

The basic structure of traditional CRM addresses the elements of:

 1. Communication
 2. Workload management
 3. Decision-making
 4. Conflict resolution
 5. Leadership
 6. Team management
 7. Stress management
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Communication and decision-making skills are a core factor in CRM.  Team 
members must accept that critical information or data which will subsequently 
affect decision-making must be requested, offered, or given freely in a timely way 
to permit accurate, effective decision-making.

Team building consists of two interrelated concepts: (a) leadership and (b) team 
management. The aviation industry has recognized that complex large aircraft is 
managed by teams and not by individual pilots. Teams facilitate the effective man-
agement of complexity and also provide redundancy. However, CRM also aims to 
reduce dysfunctions which can occur in teams such as bystander effect, social con-
formity, social loafing, and groupthink [30]. The bystander effect refers to a compla-
cency which occurs when the presence of others discourages an individual from 
acting in an emergency situation; potential explanations include a perceived diffu-
sion of responsibility and social signals promoting a sense of ambiguity. Conformity 
is a behavior resulting from social influence where behaviors change in order to fit 
in with group patterns or standards. Social loafing refers to a tendency of individual 
team members to exert less effort on a task than they would have if alone. Finally, 
groupthink is a similar behavior wherein group members refrain from stating facts 
expressing opinions out of a perceived need for conformity and consensus; group-
think frequently results in irrational or dysfunctional decisions. The interplay 
between leadership, teamwork, and communication is exemplified by the CRM 
focus on the value of individuals and individual perspectives within the team.

Workload management addresses the fact that errors and accidents are most 
likely to occur when workload demands exceed team capabilities. Excessive work-
load can compromise attention to details and response time. However, low work-
load can also compromise safety and promote errors by inducing states of boredom, 
complacency, and inattentiveness. The Yerkes-Dodson law defines an empirical 
relationship between arousal and performance such that higher levels of arousal 
improve an individual’s performance to a point: the “optimal” state of arousal or 
stimulation. The relationship between stress and performance is also illustrated by 
the “inverted U” stress response curve where optimum stress, a point between bore-
dom and overwhelming stress, correlates with enhanced performance. In order to 
manage workload and stress, the CRM element of workload management addresses 
concepts such as mission planning and briefing, stress management, and workload 
distribution to maximize the matching of workload and capacity.

Situational awareness is a fundamental element of CRM which refers to the 
development and maintenance of a dynamic awareness of one’s surrounding and 
situational context through the accumulation of information from multiple sources. 
Situational awareness involves a conscious awareness regarding the relevant envi-
ronment, a continuous perception of the implications of that information, and an 
assessment of the appropriateness of evolving responses. Appropriate situational 
assessment and awareness is the basis for critical decision-making and therefore 
optimal performance. Good situational awareness is based on good resource utiliza-
tion, managing internal and external inputs, both from one’s own sensory inputs and 
the information communicated by others. Loss of situational awareness can take 
many forms, all potentially mitigated by teamwork. For example, “target fixation” 
occurs where an individual becomes so intensely focused on one aspect of the 
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environment that they compromise all other sensory inputs, where a fighter pilot 
focuses so closely on the target that he or she crashes the plane. Loss of situational 
awareness also occurs during “task saturation” where the workload exceeds the 
available time, tools, or resources and thus leads to an inability to focus on the 
essential issues.

The applicability of CRM to healthcare is obvious and natural. In 2001, Gaba 
developed Anesthesia Crisis Resource Management (ACRM) [31]. ACRM was first 
designed to help anesthesiologists effectively manage crisis situations through the 
recognition of the value of multidisciplinary teams including physicians, nurses, 
technicians, and other support staff. ACRM employed simulators to provide training 
in specific, technical, and generic teamwork skills. The team skills developed 
through ACRM included empowerment for inquiries and assertions; effective com-
munication; the ability to give and receive feedback, appropriately exert leadership, 
and maintain a positive group and team climate; and the critique and reevaluation of 
events in debriefing.

An effective team structure has backup and redundancy which exemplified by 
the HRO and CRM models. Since most errors are the culmination of a series or 
preceding small mishaps, the primary advantage of a strong and highly functional 
team is to bolster the safety of a complex system by introducing multiple points 
where an error can be identified and its propagation stopped. The Swiss cheese 
model of error illustrates the capacity of teams to catch errors before they create 
harm. Errors, including latent conditions, latent failures, and active failures, can be 
trapped only if the “holes” are not aligned; that is, any one member of the team can 
stop an error from causing harm. Moreover, arguably, the optimal approach to error 
management involves the steps of error avoidance, error, entrapment, and error 
effect mitigation, whereby the effects of errors that cannot be stopped in the Swiss 
cheese model can be minimized.

Current understanding of team dynamics is partly the culmination of lessons 
learned from General Systems Theory, the safety culture, and Crew Resource 
Management. The Donabedian TQM quality model emphasized the importance of 
structure and process, which are attributes of the organization and the way that indi-
viduals in the organization interact. Another model of quality management, the 
Command Team Effectiveness (CTEF) model, refines the framework of analysis to 
be more relevant to healthcare, specifically surgical teams, which have unique attri-
butes as action teams [32]. Examples of “action teams” are emergency medical, 
surgical, or anesthesia teams, air crews, and military command and control. Action 
teams are characterized by diverse specialized professionals that collaborate in the 
context of high-acuity, complex tasks, ad hoc team compositions, and time- pressured 
conditions. In the CTEF model, dimensions of activity include mission framework, 
task, organizational characteristics, leadership, and the characteristics of team 
members.

Subsequently, the importance of human factors as contributors to medical error 
has been increasingly recognized, especially since the publication of To Err Is 
Human [33] and subsequently within the WHO Curriculum for Patient Safety [34]. 
Human factors are defined in a systemic perspective as the sum of the 
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interrelationships of the contextual environment, organizational and job factors, and 
individual characteristics which influence behavior. The field of human factors sci-
ence addresses the manner in which a system, as the sum of its component parts, is 
committed to the prevention of accidental harms. Specifically, within the field of 
healthcare, human factors research would seek to optimize the environment in 
which the cognitive and physical elements of the work that healthcare professionals 
perform takes place; this in order to achieve the highest possible quality and safety 
in patient care. Thus, the interplay of leadership and teamwork  within the health-
care system has now become a system-wide priority forcus.

 Teamwork

We have established that effective teamwork is a mission critical in healthcare. 
Effective teamwork in healthcare builds a positive organizational culture and 
improves patient safety and the outcomes of care. Nonetheless, the creation of teams 
is infinitely more complex than the assembly of a group of individuals and the 
assignment of a task. The science of team dynamics studies the subconscious forces 
that influence the interactions between team members and leadership, between team 
members themselves, and the resulting behaviors and performance.

Groups are not teams. Groups are assemblies of two or more individuals merged 
through directives or social needs who are working toward individual goals; a team 
is a group of interdependent individuals who collaborate toward the achievement of 
a defined common purpose, goal, or mission. Healthcare teams are two or more 
people who interact interdependently with a common purpose, working toward 
measurable goals, such as patient safety, patient outcomes, or community health, for 
example. Teams are composed of individuals. Individuals who have a sense of com-
mitment to the team will enthusiastically share their potentially unique fund of 
information, ideas, and perspectives for the good of the team and with a focus on 
goals and outcome. Intellectual capital is the term used to describe any one indi-
vidual’s intellectual storehouse – the knowledge, information, skills, and experi-
ence – which can be engaged to help create a winning team. Individuals sharing 
intellectual capital create a similar intellectual capital “account” for the team from 
which team leadership can “draw” to “invest” in goal-directed activities.

Successful teams are characterized by synergy, whereby the performance of the 
team as a whole exceeds that which the sum of its parts could accomplish. A grow-
ing trend in team science addresses cross-disciplinary interactions, whereby team 
members with diverse training and expertise from different fields work together to 
combine or integrate their perspectives in a single purposeful endeavor. In the words 
of Ken Blanchard, “None of us is as smart as all of us.”

Individuals, however, are prone to biases. Biases are personal and unreasoned 
subconscious judgments. A cognitive bias can cause a systematic nonlogical error in 
the processing and interpretation of information. Cognitive biases are not the same 
as logical fallacies. A logical fallacy stems from an erroneous but superficially 
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believable logical argument; on the other hand, a cognitive bias is the product of 
cognitive processing errors. Biases are one, but extremely important, form of loss of 
situational awareness. The sheer complexity and the amount of information in the 
environment prompt humans to subconsciously develop mental shortcuts, or “gut 
reflexes,” known as heuristics. A large number of cognitive biases have been 
described; however, examples of the more common biases include:

• Confirmation bias: The tendency to search for, favor, or interpret information 
which confirms one’s preconceptions while ignoring or discounting non-con-
forming evidence.

• Framing: The tendency to draw varying conclusions from identical data depend-
ing on the presentation of the information.

• Availability heuristic: The tendency to focus on the most recent or emotionally 
charged information.

• Anchoring bias: This is the tendency to rely too heavily on the first data element 
or the most pleasing data element encountered.

An understanding of potential biases by both leadership and team members, and 
their implications to group decision-making, is vital since biases can result in erro-
neous decisions. Biases may also be contagious in situations where the bias is intro-
duced by leaders or influencers perpetuating a loss of situational awareness through 
groupthink or social conformity. Nonetheless, a major strength of teams, not previ-
ously described, is “bias dilution” – it is a term I use to describe the ability of effec-
tive teams to jointly overcome the biases of individual team members. As long as 
team members are encouraged to individually acquire information, communicate 
freely, and commit to the mission, there is a potential that team situational aware-
ness can overcome individual biases. Bias dilution is a valuable characteristic of 
highly functional teams.

Woolley et al. studied the individual intelligence of team members and compared 
that to a collective intelligence factor, a latent factor describing a team’s general 
ability to perform on a wide variety of tasks. When the collective intelligence score 
was calculated based on the team’s performance on a set of tasks, researchers found 
that collective intelligence was only moderately related to the individual members’ 
intelligence scores and that collective intelligence was more predictive of future 
team performance than was individual members’ average intelligence score [36]. 
Thus, “smart teams” are not simply teams of smart people. Collective intelligence 
appears to be related to social perceptiveness of team members, or their ability to 
infer others’ mental states, such as beliefs or feelings based on subtle cues. Collective 
intelligence is also related to a perceived freedom of communication, where a 
greater amount of participation, encouraged participation, and equal participation 
are all associated with higher collective intelligence in teams [37].

Since teams are composed of individuals, individuals have varying personalities. 
The Myers-Briggs Type Indicator (MBTI) is one frequently used personality assess-
ment tool. The theory behind Myers-Briggs is that random variations in the behav-
ior of individuals is in fact orderly and consistent and is a product of measurable 
differences in the ways individuals use perception and judgment. “Perception 
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involves all the ways of becoming aware of things, people, happenings, or ideas. 
Judgment involves all the ways of coming to conclusions about what has been per-
ceived. If people differ systematically in what they perceive and in how they reach 
conclusions, then it is only reasonable for them to differ correspondingly in their 
interests, reactions, values, motivations, and skills” [38]. In a very simplified fash-
ion, Myers-Briggs identifies 16 basic personality types based in four domains:

• Favorite world: Environmental focus. Extraversion (E) versus Introversion (I).
• Information gathering style: A predisposition to focus on reality, facts, and infor-

mation acquired through one’s senses or rather a focus patterns and impressions 
and added meaning with a tendency for visualizing future possibilities and 
abstractions. Sensing (S) or Intuition (N).

• Decision-making: A focus on objective facts, logic, and consistency or focus on 
people, emotions, and circumstances. Thinking (T) or Feeling (F).

• Structure: A preference for structure and firm decisions or a tendency to see the-
ings more openly, with a flexible and adaptable mindset. Judging (J) or 
Perceiving (P).

The 16 personality types are then classified by a four-letter code and a general 
descriptor of that personality profile:

Each personality type is then identified by its four-letter code:

• ISTJ – The Inspector
• ISTP – The Crafter
• ISFJ – The Protector
• ISFP – The Artist
• INFJ – The Advocate
• INFP – The Mediator
• INTJ – The Architect
• INTP – The Thinker
• ESTP – The Persuader
• ESTJ – The Director
• ESFP – The Performer
• ESFJ – The Caregiver
• ENFP – The Champion
• ENFJ – The Giver
• ENTP – The Debater
• ENTJ – The Commander

Teams represent the reservoir for potential creativity and innovation in organiza-
tions. Team strengths and dysfunctions may be a function of the personality types 
comprising the team, termed “team chemistry.” The dominant personalities in a 
team can shape the outcome based on the way they perceive and process informa-
tion. Personality types and biases can influence the outcome of a team’s mission in 
subtle ways. A good mix of MBTI types can also further bias dilution, through 
consideration of diverse points of view. Where circumstances allow, and the mission 
of a team is predefined, the MBTI can help assemble a potentially more functional 
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team by providing diversity and facilitating conflict management. Consideration to 
diversity in team selection and team management builds strength but can also cause 
dysfunction. Thus, understanding personalities can greatly increase team effective-
ness. In the words of Tom Peters, “Stellar teams are invariably made up of quirky 
individuals who typically rub each other raw, but they figure out - with the spiritual 
help of a gifted leader - how to be their peculiar selves and how to win champion-
ships as a team...at the same time.” There is no magic formula to create teamwork. 
Teams are groups of very diverse individuals unified by a mission and a sense of 
duty; missions succeed or fail because of team chemistry. In the words of Vince 
Lombardi, “Individual commitment to a group effort: That is what makes a team-
work, a company work, a society work, a civilization work.”

A great deal has been written in the management sciences regarding teams, team 
building, and team leadership. In The Wisdom of Teams, Katzenbach and Smith [39] 
define a team as “a small number of people with complementary skills who are 
committed to a common purpose, performance goals, and approach for which they 
hold themselves mutually accountable.” High-performance teams may be generally 
defined by a combination of purpose and goals, talent, skills, performance ethics, 
incentives and motivation, efficacy, leadership, conflict, communication, power and 
empowerment, and norms and standards [40]. There is no team without a perfor-
mance challenge which is considered meaningful to all team members. Leaders can 
best foster team performance through strong performance ethics rather than team 
promotion. In an effective team, the manner of communication, freedom, and fre-
quency directly determine the effectiveness of the team.

Extensive research suggests that teamwork is defined by a set of interrelated 
KSAs that facilitate coordinated, adaptive performance [41]. Within teams, mem-
bers’ behaviors can be categorized in terms of both taskwork and teamwork pro-
cesses; taskwork is what teams are doing, whereas teamwork describes “how they 
are doing it with each other” [42]. Team dynamics represent the unconscious, psy-
chological forces which influence a team’s behavior and performance, created by 
and a function of the nature of the team’s work, the personalities within the team, 
their working relationships with other people, and the environment in which the 
team works. Collins [43] argues that the road from goodness to greatness within a 
system requires disciplined people, disciplined thought, and disciplined action. 
Disciplined people is about building the right team with the right members and 
keeping them focused on excellence. Getting the right people takes precedence over 
strategy and vision. The importance of an effective team cannot be overstated. In an 
effective team, people are not the most valuable asset; instead, the right people are. 
Disciplined thought refers to honesty and commitment. Disciplined action is about 
focus. Collins also defines “Level 5 Leaders” as those who embody a powerful mix-
ture of personal humility and indomitable will. The characteristic behaviors of such 
leaders include the following: (1) paradox: ambition for the organizational rather 
than personal success, (2) driven to the point of obsession to produce exceptional 
results on a sustainable basis, (3) understanding the need to build successors, (4) a 
realization of the importance of sharing praise, (5) the ability to take blame when 
things go wrong, (6) are normal people without larger-than-life personalities, and 
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they (7) come from within the organization because their greatness comes from 
quiet hard work, rather than heroic acts.

Studies of military and aviation teams identified team/collective orientation, mis-
sion analysis and planning, mutual performance monitoring, backup behavior, 
adaptability, and leadership as critical teamwork competencies. The Institute of 
Medicine Committee on the Health Professions Education Summit legitimized 
teamwork competencies as a standard component of graduate and continuing pro-
fessional education in the health professions; its report identified the capacity to 
“work in interdisciplinary teams … to cooperate, collaborate, communicate, and 
integrate care in teams to ensure that care is continuous and reliable” as a core com-
petency that all clinicians should possess regardless of discipline [44]. For example, 
it is recognized that the inclusion of a pharmacist as a team member during intensive 
care unit (ICU) rounds can reduce prescribing orders by as much as 66% because 
needed expertise about medication indications, doses, and interactions is made 
available to the team [45]. Nonetheless, role boundary conflicts may emerge as 
team, dysfunctions in instances where teamwork is poor, where hierarchy or leader-
ship is compromised, or where team members overstep professional boundaries 
through poor communication [46].

Teamwork and quality are inextricably linked. Failures of interprofessional 
teamwork and communication lead directly to compromised patient care, staff dis-
tress, tension, and inefficiency [47], make a substantial contribution to medical error 
[48], and are a contributory factor in 61% of sentinel events [49]. Studies confirm 
the importance of communication and coordination of teamwork. Observational 
studies in surgical services indicate that approximately 30% of team interactions 
include a communication failure of some type and that patients receiving care with 
poor teamwork are almost five times as likely to experience complications or death 
[50]. An Australian study found preventable patient deaths were twice as likely to 
be caused by a communication failure as an error of technical competence [51]. 
ICUs with a “team-oriented culture” have shorter lengths of stay, lower nursing 
turnover, and higher quality of care and can better meet family members’ needs 
[52]. The quality of teamwork is also directly associated with patient’s perceptions 
regarding the quality of their care and satisfaction with their care [53].

Research has shown that teamwork and organizational culture scores are 
inversely related to adverse events, with areas related to handoffs and transitions of 
care, teamwork within units, and teamwork across units having the strongest rela-
tionship [54]. Simply said, the better the teamwork, the better the outcomes. 
Communication failures are both an independent cause of preventable patient harm. 
Transitions of care or handoffs in acute care settings represent significant risks for 
communication failures which contribute to medical errors and preventable patient 
harm. Transition or handoffs represent high-risk interactions wherein critical infor-
mation about patient history, status, and plan of care can be miscommunicated, and 
therefore transitions are recolonized to be directly associated with 28% of surgical 
adverse events [55].

With respect to the theory and models for teamwork competencies in healthcare, 
many programs have been developed: the nomenclature varies, but the core 
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concepts are almost identical. Application of the principles of CRM to teamwork in 
healthcare has led to Team Resource Integration Management (TRIM). TRIM 
adapts CRM principles with three goals: to avoid, trap, and mitigate the conse-
quences of decision-making errors. TRIM also employs four steps of CRM: prob-
lem recognition, problem definition, identification of probable solutions, and the 
implementation of appropriate action. The notion of “integration” is applies to 
TRIM related to the importance of successful integration of the entire team’s KSA 
into an effective solution. TRIM also stands for terms that emphasize 
communication:

• Talk with each other.
• Respect each other.
• Initiate action.
• Monitor results [56].

TeamSTEPPS is another evidence-based toolkit developed jointly by the Agency 
for Healthcare Research and Quality (AHRQ) and Department of Defense (DoD) 
designed to strengthen teamwork competencies. TeamSTEPPS is based in five key 
principles which are composed of team structure plus four teachable-learnable 
skills: (1) leadership, (2) communication, (3) situation monitoring, and (4) mutual 
support.

Situation monitoring refers to a process of continually scanning and assessing 
the relevant environment to maintain situation awareness (STEP  =  status of the 
patient, team members, environment, progress toward goal). Similar to CRM, situ-
ation monitoring, or awareness, represents continuous and conscious perception of 
those factors in the environment which might pose either threats or opportunities. 
Effective communication is communication which is complete, clear, brief, and 
timely. Shared mental models result from the combined and shared individual situ-
ation awareness of each team member. Cross-monitoring refers to an error reduction 
strategy, similar to that in HROs, whereby team members monitor the actions of 
other team members to provide a safety net for and within the team. Mutual support 
refers to task assistance, whereby the team protects its members from work overload 
situations, frames offers and requests for assistance in the context of patient safety, 
and fosters a work climate where assistance will be actively sought and offered.

TeamSTEPPS recognizes two types of leaders: (a) designated and (b) situational. 
High-functioning teams recognize that in complex situations the leadership role can 
shift to the member with the skills to best manage the particular situation. An effec-
tive TeamSTEPPS team leader (a) organizes the team, (b) articulates clear goals, (c) 
makes decisions through collective input of members, (d) empowers members to 
speak up and challenge, (e) actively promotes and facilitates good teamwork, and (f) 
fairly resolves conflicts.

Teams have a great potential; however, as the Challenger disaster illustrates, even 
high- performing teams are prone to fatal dysfunctions:

• Absence of trust – avoidance of being perceived vulnerable
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• Fear of conflict  – the need for artificial harmony over constructive passion-
ate debate

• Lack of commitment – false buy-in for group decisions
• Avoidance of accountability – avoidance of responsibility
• Inattention to results – a prioritization of personal success, status, and ego before 

team success [57]

Team dysfunction can be avoided or minimized by embracing common sense 
with uncommon levels of discipline and persistence. In effective teams, members of 
the team respect and trust each other in order to give and receive feedback on their 
performance, must have good communication skills to accurately convey informa-
tion, and must have a shared mental model [58]. Shared mental models are critical 
for effective teamwork in general and specifically in healthcare. Shared mental 
models lead to a common understanding of the situation, the plan for treatment, and 
the roles and tasks of the individuals in the team. Without a shared mental model, 
the different members of the team cannot fully contribute to problem-solving and 
decision-making [59].

Once again, groupthink is an important dysfunction of teams. Groupthink is a 
situation where otherwise engaged team members will make irrational or subopti-
mal decisions; in a sense it is “going along to get along.” Groupthink is especially 
prone to occur where team leadership urges conformity, marginalizes inquisitive-
ness, or discourages participation or dissent. Premature or frankly erroneous con-
sensus may be driven by a particular agenda, an imposed sense of urgency, or simply 
a culture of complacency where group members are encouraged to value harmony 
and coherence above discourse.

Team decision-making is also prone to the “Risky Shift Phenomenon” where a 
group, or team, may be more likely to make a riskier decision than any individual 
team member would make alone. Such a tendency for shift in risk perception is also 
sometimes called “choice shift.” The psychology underlying the “risky shift” 
remains unclear; however dilution of individual accountability, desensitization to 
risk through repetition, and a shared sense of power that is associated with risk- 
taking behavior may all play a role.

Studies which explore the effects of group discussion on attitudes, jury decisions, 
ethical decisions, judgments, person perceptions, negotiations, and risk- taking are 
also generally consistent with a “group polarization” hypothesis, derived from the 
risky shift. Group polarization is defined as a phenomenon when “members of a 
deliberating group move toward a more extreme point in whatever direction is 
indicted by the members’ pre-deliberation tendency” [60]. In the “Group Polarization 
Phenomenon,” team members tend to take more extreme positions with respect to 
their decisions. Group polarization can be a result of social comparison or normative 
influence, where team members change opinions when in a group in order to fit in 
or to be accepted or informational influence which occurs when members are unsure 
of their positions and although they enter a discussion with an open mind, they 
change opinion favoring the side which is more likeable, persuasive, or passionate.
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Thus, the quality of care at the bedside, in any situation, unit, or system, is a 
direct reflection of team effectiveness and therefore team culture. Therefore, it is 
axiomatic that teamwork dynamics and the quality of the results achieved are inex-
tricably linked.

 The Importance of Leadership

There is no single definition of leadership. Although positions of leadership are 
often conferred, leadership is not strictly about a title or position in a team hierar-
chy. Leadership also is not the same as management; managers manage the mission 
while leaders lead with vision. Forbes has defined leadership as “a process of social 
influence, which maximizes the efforts of others, towards the achievement of a 
goal” [61]. Invariably, leadership is an ability to accomplish a mission through tal-
ent and skill. Leaders create meaning for the mission. Leadership is not just about 
personality; rather, leadership is about behavior and it is about vision and courage.

Leadership attributes variably include (a) decisiveness, (b) awareness, (c) focus, 
(d) accountability, (e) empathy, (f) confidence, (g) optimism, (h) honesty, and (i) 
inspiration [62]. Leadership is adaptive and flexible, changing style, but not sub-
stance, with circumstances. Good leadership empowers others and inspires confi-
dence and self-esteem to inspire commitment and create meaningful contribution. 
Leadership involves not only task coordination and planning but also development 
of the team, as well as team motivation and the establishment of a “can do” culture. 
Leadership is critical for effective teamwork. Again, leadership is often about envi-
sioning and realizing change.

However, mission and vision statements are not enough. In the words of Peter 
Drucker, “Culture eats strategy for breakfast.” In any system, there are two cultures: 
the leadership culture and the organizational culture. Leadership culture is the set of 
beliefs, practices, patterns, and behaviors, especially by designated leaders; that 
culture will explicitly and implicitly define the way that people interact, make deci-
sions, and influence others. Leadership culture shapes organizational culture by cre-
ating and nurturing the environment which supports the success or the failure of a 
mission. Organizational culture refers to the underlying beliefs, assumptions, val-
ues, and ways of interacting that contribute to the unique social and psychological 
environment of an organization. The pervasiveness of organizational culture into 
every aspect of a system mandates that leaders recognize and understand its impact 
on the way people think, speak, and act. Leadership and organizational culture 
together drive everything in the organization from job satisfaction, organizational 
commitment, patient or client satisfaction, and ultimately both outcomes and per-
formance. Leaders define organizational culture through their attitudes, words, and 
actions. It is incumbent upon leadership to align the leadership and organizational 
cultures.

Organizational leadership is about leading an organization into the future. In a 
sense, organizations are networks of teams. Leaders must empower teams to set 
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their goals and make decisions within the context of an overarching strategy or busi-
ness plan; that strategy derives from leadership. Empowerment requires some level 
of transparency. In addition, leadership is, in a sense, the strategy and operations 
nerve center which identifies connections between the activities of various teams 
through transparency. Leaders replace silos with information and transparency, 
organize teams around specific goals or mission, encourage team learning and 
development of new skills, and support cross-team collaboration and migration as 
needed. Senior leaders assume roles that are focused on planning, strategy, vision, 
culture, and cross-team communication. The transformational theory of leadership 
emphasizes that in order to achieve a shared sense of mission, leaders must clearly 
communicate their vision. Thus, leadership must support their teams, because 
engaged and supported teams contribute intellectual capital toward a goal or mis-
sion, and through leadership and teamwork, the organization gains or maintains its 
competitive edge.

Inspirational leaders will find an opportunity for the team to learn from every 
challenge, thereby developing capabilities and resilience. Thus, one way to develop 
and support a culture of excellence is through shared learning. Peter Senge [63] 
defined “learning organizations” as “…organizations where people continually 
expand their capacity to create the results they truly desire, where new and expan-
sive patterns of thinking are nurtured, where collective aspiration is set free, and 
where people are continually learning to see the whole together.” Senge’s premise is 
that in situations of rapid change, only those organizations that are flexible, adap-
tive, and productive will survive. Senge defined five leadership learning disciplines: 
(a) shared vision, (b) mental models, (c) personal mastery, (d) team learning, and (e) 
systems thinking.

Shared vision is about creating and realizing a vision as a team. Shared vison is 
not about the vision statement; it is a creation of genuine inspiration. Senge posits 
that leadership inspires through a capacity to develop and share a mental picture of 
a future the leader and the team seek to create. The development of a shared vison 
requires crucial conversations to build common understanding and commitment and 
explore aspirations and reservations. Leaders use tools such as “positive visioning,” 
“concept-shifting,” and “values alignment” to create a shared vision, forge common 
meaning, and develop strategies to meet benchmarks toward the realization of 
the goals.

Mental models refer to the beliefs, values, mindsets, and assumptions that define 
the challenges which must be overcome in order to reframe the mission into an 
action plan. The ability to develop mental models requires an ability to carry on 
“learningful” introspective conversations that balance inquiry and advocacy. 
Leaders use tools such as the “ladder of inference” and “reflective inquiry” to clarify 
mental models and challenge assumptions in order to build shared vision.

Personal mastery represents self-awareness as a path to fulfilling a personal call-
ing. Those who have developed personal mastery live in a continual learning mode, 
as a lifelong discipline. Those who have developed personal mastery never “arrive.” 
“Organizations learn only through individuals who learn. Individual learning does 
not guarantee organizational learning; but without it no true organizational learning 
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occurs. Personal mastery is the discipline of continually clarifying and deepening 
our personal vision, of focusing our energies, of developing patience, and of seeing 
reality objectively.” Personal mastery is essential to leadership since it provides the 
insight necessary to manage change and communicate values in an authentic and 
principled fashion. Leaders with a high level of personal mastery are acutely aware 
of their ignorance and their incompetence, and yet they are deeply self-confident. 
Leaders use tools such as “perceptual positions” and “reframing” to enhance the 
quality of interaction and relationship in and outside their teams.

Team learning occurs when teams share experiences, insights, collective knowl-
edge, and skills. Effective teams develop their skills in reflection, inquiry, and dis-
cussion to form the basis for a shared vision of change and deciding on common 
commitments to action. Leaders use tools such as the “action learning cycle” and 
“dialogue” to develop critical reflection and communication skills.

Systems thinking is a framework for seeing interrelationships that underlie com-
plex situations and interactions and enables teams to see hidden influences and 
leverage points and the potentially intended and unintended consequences of envi-
sioned change. Leaders learn to use “systems thinking maps” and “archetypes” to 
map situations, events, problems, and possible courses of action to reach potentially 
more optimal solutions.

The many models of leadership all share common themes, which quickly become 
obvious. Perhaps the most important tasks of leadership are to define and commu-
nicate the vision and mission, develop the energy and the synergy, engage and sup-
port the team, actively lead through presence and mentorship, and then share the 
credit or take responsibility for failure. It is not enough for leadership to envision, 
inspire, communicate, or motivate. Leaders succeed or fail based on their ability to 
operationalize and execute the vision. Successful leaders facilitate and create a 
sense of ownership in the team. In the words of Ronald Reagan, 40th President of 
the USA, “The greatest leader is not necessarily the one who does the greatest 
things. He is the one that gets the people to do the greatest things.”

Kouzes and Posner [64] offer an alternate, but well-regarded, functional leader-
ship model in the “leader-as-hero” tradition which largely contradicts notions about 
sharing leadership and define five leadership principles: (a) model the way, (b) 
inspire a shared vision, (c) challenge the process, (d) enable others to act, and (e) 
encourage the heart [65].

In order to model the way, leaders must establish principles, create standards, 
and set an example. To inspire a shared vision, leaders must passionately believe 
that they can make a difference. By creating and inspiring a vision, leaders persuade 
others to see possibilities for a new future. Leaders also challenge the process and 
in doing so seek innovative opportunities to change the status quo and improve the 
organization. Leaders enable others to act by fostering collaboration and teamwork, 
through the creation of an atmosphere of trust and empowerment. Finally, leaders 
encourage the heart, recognize contributions, reward the efforts of their teams, and 
create a sense of pride in the collective accomplishments.
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Kouzes and Posner [66] argue that “leadership is a reciprocal relationship 
between those who choose to lead and those who decide to follow” and that such 
reciprocity is achieved only when leaders earn and maintain credibility. Credibility 
is the foundation of leadership. If leaders hope others follow you, they must believe 
that a leader’s words can be trusted, that he or she has the knowledge and skill nec-
essary to lead, and that he or she is genuinely excited and enthusiastic about his or 
her vison for the future. Thus, “credibility, like reputation, is something that is 
earned over time. It does not come automatically with the job or the title.” Kouzes 
and Posner posit four personality traits which define leaders: honest, forward- 
looking, inspiring, and competent. Three of the four characteristics – honest, com-
petent, and inspiring  – correspond to how social scientists define personal 
“credibility.” Notably, these personality traits resemble the Aristotelian model of 
ethos (honesty, trustworthiness), pathos (forward-looking, inspiring, dynamic), and 
logos (competence, expertise).

Kouzes and Posner list six disciplines that lead to the development of these three 
currencies: (a) discovering yourself, (b) appreciating your constituents, (c) affirm-
ing shared values, (d) developing capacity, (e) serving a purpose, and (f) sustain-
ing hope.

Discover your self refers to the concept that, in order to be credible as a leader, 
one must first clarify the values that guide your decisions and actions and the stan-
dards by which one lives life. The need to appreciate constituents is about fostering 
dialogue, not monologue, and thereby building strong relationships premised in 
mutual understanding. The importance of affirm(ing) shared values is about finding 
common ground and uniting the team toward a common cause. The need to develop 
capacity is about continuous development of skills and knowledge. Credible leaders 
know that leadership is about serv(ing) a purpose and reinforcing that commitment 
through visible actions. Finally leaders know the importance of sustain(ing) hope 
because team members with high hope can sustain higher aspirations and higher 
levels of performance.

Parenthetically, in looking at leadership traits, self-awareness, enthusiasm, cred-
ibility, and resilience are common themes. Daniel Goleman defines “emotional 
intelligence” (EQ) [67] as the ability to identify, assess, and control one’s own emo-
tions, the emotions of others, and that of groups. Goleman posits that EQ operates 
in five realms: awareness of one’s own emotions; being able to shake off negative 
emotions such as anxiety, gloom, and irritability; motivating oneself; feeling empa-
thy; and interacting smoothly with others. Leaders must be self-aware, since they 
are “always on stage” and thus have the power to set or change mindsets. Where 
leadership is shared, all members must understand that attitudes are contagious and 
that behaviors are a result of attitude.

8 The Science of Teamwork in Healthcare: Importance to Patient Outcome
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 Summary and Conclusions

Modern healthcare delivery is often characterized by rapid-fire decisions in the 
absence of complete information. In the words of Phil Jackson, “The strength of the 
team is each individual member. The strength of each member is the team.” When 
the power of the team is effectively leveraged, it results in the best medical care pos-
sible under the circumstances.
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Chapter 9
Medical Error, Quality Management, 
and the Evolving Culture of Safety

James E. Szalados

 Medical Error

Physicians, providers, and other healthcare practitioners are, for the most part, by 
nature competitive and driven perfectionists. Thus, although most physicians and 
providers hold themselves to high standards, it is also unfair to hold physicians and 
providers to a standard of perfection. Where providers practice honestly and dili-
gently and nonetheless commit an error in judgment, which may not in itself rise to 
the level of medical malpractice or medical negligence, that error may or may not 
result in harm to a patient. It is likely that the number of unappreciated medical 
errors that occur each day but remain unrecognized because they do not result in 
harm is very substantial. In addition, since medical malpractice requires showing of 
compensable damages, medical errors in themselves are not legally actionable.

In general, medical experience, or knowledge; or, when there is a demonstrable 
element of carelessness or lack of due diligence. The legal standard for reaching a 
conclusion that malpractice has occured, is proof that the provider deviated from the 
generally accepted standards or care. Since medical error generally involves little or 
no moral or ethical culpability, a punitive legal response, in itself, is most probably 
unlikely to prevent a recurrence. Rather, a transparent examination of the underly-
ing design, structure, and process failures is perhaps more likely to result in a less 
error-prone system.
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 Historical Perspectives on Medical Errors

Hippocratic writings note that some medical errors arise due to “misfortune” and 
that “a physician should not be blamed for things that resulted from the nature of the 
disease and its course” [1]. Furthermore, Hippocrates espoused the principle of pri-
mum non nocere [2], translated to “first, do no harm” and which has become a pillar 
of medical ethics now recognized as the principle of nonmaleficence. Sir William 
Osler (1849–1919), perhaps the greatest contemporary physician, noted that “errors 
in judgment must occur in the practice of an art which consists largely of balancing 
probabilities” [3]. In the 1950s, medical errors were described as “diseases of medi-
cal progress” [4] and dismissed as “the price we pay for modern diagnosis and 
therapy” [5]. Schimmel reported that 20% of patients admitted to a university hos-
pital medical service suffered from iatrogenic injury and asserted that the “assess-
ment of all untoward reactions, regardless of severity, is essential to determine their 
total incidence and to indicate the cumulative risk assumed by the patient exposed 
to the many drugs and procedures used in his care” and defined the term “noxious 
episode” as a surrogate term for medical error to encompass all the untoward events, 
complications, and mishaps that resulted from otherwise acceptable diagnostic or 
therapeutic measures in a hospital [6].

In the 1990s, a view of medical errors as adverse events caused by, rather than 
being events incident to, the process of medical care emerged. The Harvard Medical 
Practice Study defined medical errors as “unintended injury to patients caused by 
medical management (rather than the underlying condition of the patient) that 
results in measurable disability, prolonged hospitalization, or both” [7]. The Institute 
of Medicine (IOM) in 2000 published To Err is Human: Building a Safer Health 
System in which it purported that medical errors accounted for at least 98,000 inpa-
tient deaths annually, or at least 270 deaths daily.

Nonetheless, physicians and providers remain preoccupied with medical errors; 
and a substantial body of empirical research on the nature of human error, the cogni-
tive processes by which errors occur, and potential safety models have been pub-
lished. The design of a medical system in which errors are eliminated is the goal of 
the patient safety initiative; patients are safer and receive more optimal care in a 
system in which errors do not occur. It is very likely that medical errors will con-
tinue to occur as an inevitable consequence of human fallibility and system 
complexity.

 Definitions of Medical Error

By nature and by definition, an error is unintentional. Nonetheless, there is no stan-
dard definition of a “medical error”; instead, studies discuss the conditions under 
which errors occur and surrogate measures of error that largely depend on the type 
of adverse patient outcomes or injury caused by errors. Reason has defined medical 

J. E. Szalados



221

errors as “the failure of a planned action to be completed as intended (an error of 
execution) or the use of a wrong plan to achieve an aim (an error of planning)” [8]. 
The “reason” definition has become widely accepted with the caveat that errors of 
omission may be equally important. The definition of error that reason posited is 
both process-dependent and outcome-independent. Leape recognized that both acts 
of commission (action) and acts of omission (inaction) contribute to medical errors. 
Reason has argued that errors occur from the convergence of multiple and complex 
contributing factors and has stress the importance of a systems approach to medical 
error prevention (see Chap. 8). Rasmussen classified human errors as either skill- 
based, rule-based, or knowledge-based [9, 10].

 Legal Implications of Medical Error

Although adverse patient events may occur as a result of medical error, not all medi-
cal errors cause adverse events; and not all adverse patient outcomes are the result 
of error. These concepts are important in arguments of legal syllogism, since per-
suasion through advocacy can convince triers of fact of negligence, where there is 
in fact no negligence or malpractice (see Chap. 18). Leape noted in 1994 that 
“[g]iven the complex nature of medical practice and the multitude of interventions 
that each patient receives, a high error rate is perhaps not surprising” [11]. Liability 
risks that stem from new procedures, drugs, and technology impact providers and 
also researchers, manufacturers, distributors, and those involved in marketing of 
new technology. These new technologies may allow access to certain elements of 
care that were previously out of reach for many; these patients may now be candi-
dates for treatment exactly because of new technology. The term “too sick” (or too 
young or old for surgery) is largely only of historical interest. Nonetheless, with 
increasing complexity, there comes a smaller margin of error and greater risk of an 
adverse outcome. The paradox is that technology brings both opportunities for treat-
ment and also risk and litigation. The relevance of such technological risk has a 
broader social importance since medical innovation is important to individual 
health, the health of communities, and the economic viability of hospitals and the 
medical research and innovation pipeline. Moreover, the incidence of malpractice 
litigation within a cohort is often used a surrogate for quality within medical staff 
credentialing and in public reporting of the purposes of comparisons.

US Courts have long recognized that the practice of medicine involves drugs and 
treatments which are “unavoidably unsafe” [12]. The Restatement of Torts discusses 
unavoidably unsafe products:

… which, in the present state of human knowledge, are quite incapable of being made safe 
for their intended and ordinary use. These are especially common in the field of drugs. … 
Such a product, properly prepared, and accompanied by proper directions and warning, is 
not defective, nor is it unreasonably dangerous…. It is also true in particular of many new 
or experimental drugs as to which, because of lack of time and opportunity for sufficient 
medical experience, there can be no assurance of safety, or perhaps even of purity of 
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 ingredients, but such experience as there is justifies the marketing and use of the drug not-
withstanding a medically recognizable risk.

Restatement of Torts (Second), Section 402A, Comment k

Iatrogenic injury refers to unintentional injuries caused by medical care. 
Negligent adverse events, caused by a deviation from accepted standards of 
care, represent a subset of preventable adverse events that may rise to a level of 
medical negligence. Quality management paradigms stress a definition of qual-
ity as a variation or a deviation from standards. Thus, some have argued that 
variation in medical practice may in itself constitute a subtle form of medical 
error [13].

Modern medical malpractice liability law is best understood as “regulation by 
litigation,” not merely the private resolution of individual actions [14]. The regula-
tory role of the tort legal system is thus potentially composed of three independent 
elements of a “malpractice system” (1): the legal-judicial tort litigation system 
addresses private controversies regarding quality of care and rules on the validity of 
the claims; (2) liability insurance indemnifies providers and compensates for vic-
tim’s injuries; and (3) risk management and providers define new standards and 
modify behaviors to decrease future risk. An additional well-recognized direct 
effect of medical malpractice litigation is the notion of defensive medicine; how-
ever, the ways in which defensive medicine impacts patient care can be subtle. The 
most commonly discussed type of defensive medicine is that of providers “over- 
utilizing” services such as laboratory testing, consultations, and imaging [15]. 
However, there are other insidious types of defensive medicine that can involve 
“cherry picking” of patients to maximize indicators of outcome and quality or the 
legitimizing and rationing risky interventions in order to minimize the risk of an 
apparent error of commission.

In general terms, the goals of medical malpractice tort litigation are based 
upon the principles of corrective justice, distributive justice, and prevention or 
deterrence [16]. The intent of the medical liability system is to serve three func-
tions (1): compensate patients injured by negligence, (2) promote corrective jus-
tice by providing a mechanism to rectify wrongful losses caused by defendants, 
and (3) deter negligence [17]. Although deterrence leads to a clinical calibration 
of safety measures so that the costs do not exceed the benefits, a related phenom-
enon, defensive medicine, reflects responses that are costly and provide little or 
no clinical benefit [18]. Mello et  al. reviewed 37 studies of malpractice deter-
rence and found that malpractice liability risk may not be effective in preventing 
substandard care.

Medical errors have broad sweeping ramifications. The term “error” is associ-
ated with a stigma; the term connotes inadequacy and perpetuates a culture of blame 
[19] (see Chap. 36). An accusation of medical error creates significant emotional 
distress for physicians, a distress influenced by prior beliefs, perfectionism, and 
competitiveness engendered by medical training [20].
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 Responding to an Adverse Event That Causes Patient Harm

In the event that an adverse event occurs that results in patient harm, all involved 
should be familiar with some model response protocol. Institutions generally lack 
such protocols. A standardized, or protocolized, response to an adverse event will 
facilitate after event reviews, system safety initiatives, and potentially help in the 
defense of a litigation. In general, it is difficult to improve something that is not 
measured or defined; recollections obtained days or weeks after the event have only 
limited value in quality and safety improvement. Incident reporting is essential to 
incident management; likewise, incident analysis is essential to future planning to 
avoid and better manage similar events in the future.

The US military has developed the “after-action review” (AAR) to support con-
tinuous improvement efforts. Learning organizations (see Chap. 8) recognize that 
“organizational learning requires that teams continuously assess their performance 
to identify and learn from successes and failures” [21]. The military conducts AARs 
on successes as well as failures with the intent of identifying both successful strate-
gies and potential pitfalls, or near misses. As is often the case with quality para-
digms, the AAR does not extrapolate to the healthcare environment in a perfect 
fashion; however, the importance of some model of AAR following a critical inci-
dent in healthcare cannot be overstated.

The Anesthesia Patient Safety Foundation (APSF) has developed an Adverse 
Event Protocol (AEP) to facilitate an effective, efficient, and coordinated response 
to a perioperative adverse event. The AEP represents a “standard operating proce-
dure” and a standardized reasonable best practice that eliminates variability through 
improvisation. The APSF AEP is divided into a series of actions: (1) communica-
tion and coordination which is designated to an incident commander who assumes 
administrative direction and control over the event and coordinates the involvement 
of consultants and the notification of departmental leadership, administrators, and 
family members; (2) preservation of evidence which is designed to sequester drugs 
and equipment to subsequently rule out contamination or malfunction in such a way 
as to provide credibly unspoiled evidence for later review; (3) debriefing and docu-
mentation support which promotes clear, complete, factual, and objective memori-
alization of the events for the medical record; and (4) subsequent peer review [22].

Numerous methods have been devised by which to analyze a reported incident to 
reveal the fundamental cause(s) and/or contain potential further adverse effects. 
Prevention and Recovery Information System for Monitoring and Analysis 
(PRISMA) represents traditional root cause analysis; it was originally designed for 
the chemical industry but was effectively applied to incidents arising in healthcare 
in 1997 [23]. PRISMA, or RCA, develops a causal tree which seeks to work back-
ward from the adverse event to identify a single root cause. One of the limitations of 
PRISMA, or RCA, in healthcare is that there is rarely one single root cause or latent 
failure, and thus the RCA can inappropriately assign blame to one of the many 
potential contributing failures. The “Systemic Incident Reconstruction and 
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Evaluation” (SIRE) is a Dutch prototype method of root cause analysis that offers 
multiple modalities for critical incident analysis including reconstructions of time-
line, processes, and obstacles. SIRE was developed by the National Center for 
Patient Safety of the Department of Veterans Affairs. The Ishikawa (fishbone) dia-
gram is also a RCA tool that devises a diagram of the outcome, establishing the key 
contributing causes and the sub-causes. The functional resonance analysis method 
(FRAM) represents a more rigid control chart method that looks at variations from 
standard practices. In general, regardless of the method used to retrospectively ana-
lyze the adverse event, it must be contemporaneous, tangible, reliable, evidence- 
based, and transparent.

The verbal, written, and behavioral responses of involved providers after a peri-
operative incident have potentially enormous legal ramifications: (1) statements 
made to peers and support staff are discoverable and may be later admitted into 
evidence against the provider unless they occur in a protected setting; (2) written 
documentation which is not objective can later be scrutinized and found to be mis-
leading or self-serving; and (3) “cleaning up” may either result in loss of important 
evidence (i.e., turning off monitors can wipe temporary electronic memory) or be 
construed as spoliation (intentional loss or destruction) of evidence [24].

 Quality Management

Donabedian, in 1966, published “Evaluating the Quality of Medical Care” as a land-
mark article in which he divided healthcare quality measures into structure, process, 
and outcome as a framework for conceptualizing and classifying the matrix of qual-
ity inputs which impacted outcome in healthcare. Donabedian considered structure 
as the sum of available resources including facilities, equipment, and personnel, 
process as all the supportive and direct activities related to patient care, and out-
comes as the end results of care including outcome and also satisfaction [25]. 
Donabedian divided the available resources into two primary domains: technical 
and interpersonal. Donabedian further defined “technical care” as the application of 
science and technology that was necessary to the management of a personal health 
problem and the “interpersonal” aspect of care as the social and psychological inter-
actions between patient and practitioner. Donabedian’s domains have subsequently 
been referred to as the science and the art of medicine, respectively. The norms of 
the scientific aspect are governed by the available technical resources, whereas the 
norms of the personal aspect of medicine are governed by moral and ethical prin-
ciples of interpersonal relationships or normative behaviors.

In 1974, The Joint Commission first mandated that hospitals implement inter-
nal quality audit as a condition of accreditation. Early quality assessment pro-
grams were based upon a process of criteria mapping, using implict subjective 
criteria to review the outcomes stemming from the care rendered to any one par-
ticular patient. Service-level quality management programs were largely 
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physician- or group-focused discussions of outcome and potential changes in 
approach and/or group educational efforts. This early quality assurance model was 
that of departmental or hospital-level peer review. In fact, departmental quality 
assurance programs were often used primarily as a teaching mechanism; this 
approach led to two potential sub-optimal outcomes (1): powerful figures were not 
criticized; and (2) quality assurance could be weaponized against less influential 
peers. Although such peer review was mandated by regulatory bodies, the process 
was neither standardized, comprehensive, nor data-driven. The widely recognized 
failure of peer review as an effective quality management tool was highlighted by 
publications in the lay, legal, and medical literature alleging a medical conspiracy 
of silence.

Quality management in healthcare underwent a rapid evolution and growth in the 
1980s and 1990s with the convergence of innovation in managerial science, organi-
zational culture, social psychology, human factors, and safety science and the 
demonstrable value of quality management programs imported from the non- 
healthcare industry sectors. The 1980s were also characterized by concerns regard-
ing cost of care and outcomes. The extrapolation of quality improvement and quality 
management paradigms from diverse industries to healthcare in the 1990s led to 
widespread recognition that traditional models of service-level quality measures 
were largely inadequate. Deming espoused the Plan, Do, Check, Act (PDSA) cycle 
as a model of continuous quality improvement change implementation [26]. Juran 
adapted the industrial model of total quality management based on the assumption 
that quality was an organizational, rather than a personnel, issue [27]. Based upon 
the pioneering and cumulative works of Donabedian, Deming, and Juran, an emerg-
ing consensus formed within healthcare regulation and governance that, in order to 
implement the empirical, theoretical, and methodological foundations to clinical 
medicine necessary to advance the study of quality and safety, a multidisciplinary 
approach, beyond that of clinical medicine, was necessary.

A fundamental problem with quality improvement is that healthcare, as a system, 
has yet to define quality in an objective manner. Crude quality-of-care indicators 
such as mortality, disciplinary actions, malpractice actions or awards, or patient 
satisfaction may be more situational and less actionable as indicators of quality. For 
example, mortality needs to be case mix index; malpractice and patient satisfaction 
may be related to personalities or motivations.

Quality programs continue to evolve and are becoming increasingly complex 
with advances in the sciences of data analysis and systems engineering. Nonetheless, 
despite a relatively robust commitment of resources to quality management pro-
grams at the institutional, accreditation, and governmental levels, errors continue to 
occur, and many indicators of quality do not seem to reflect the impact of the 
resources expended. More recently, healthcare systems are looking at the dollar 
costs of quality improvement activities in the form of a rerurn on investment (ROI). 
Costs associated with qality programs include staffing, data collection, and meet-
ings; these may be significant to a healthcare entity and may, in fact, only margin-
ally affect, or reflect, overall clinical outcomes [28].
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 Patient Safety

The National Patient Safety Foundation (NPSF) notes that “patient safety is related 
to ‘quality of care’, but the two concepts are not synonymous. Safety is an important 
subset of quality” [29]. Patient safety generally relates to the prevention and mitiga-
tion of adverse outcomes that stem from the processes of healthcare. The NPSF 
addresses patient safety in the context of defining characteristics. Patient safety has 
to do primarily with the avoidance, prevention, and amelioration of adverse out-
comes or injuries stemming from the processes of healthcare itself. Thus, the NPSF 
considers “errors and deviations,” “dangerous situations,” “near misses,” and acci-
dents as elements of patient safety. Nonetheless, patient safety is the result of inter-
actions of the components of the system; it is more than the absence of adverse 
outcomes and more than the avoidance of identifiable “preventable” errors or occur-
rences (Table 9.1) [29].

The medical model for team coordination has its origins in the aviation industry 
which developed the “crew resource management” (CRM) paradigm in 1978 (see 
Chap. 8). CRM focuses on building and sustaining an organizational culture that 
encourages all team members to respectfully question authority while preserving 
authority and chain of command; it encompasses knowledge, skills, and attitudes 
including communications, situational awareness, problem-solving, decision- 
making, and teamwork. Thus, there is a general similarity between the Donabedian 
model of structure, process, and outcome and CRM; the holistic and team approach 
of CRM seeks to make the best use of all available resources including equipment, 
procedures, and people in order to promote safety and enhance operational effi-
ciency. CRM has permeated healthcare in the form of a “safety culture” which uni-
versally establishes safety as an organizational priority by fostering teamwork, 
patient involvement, transparency, and accountability. The fundamental importance 
of teamwork is further exemplified in the high-reliability organization (HRO). A 
high-reliability organization (HRO) is one that has succeeded in avoiding catastro-
phes despite a high level of risk and complexity [24]. The optimal approach to 
patient safety in healthcare remains controversial and uncertain. Chassin and Loeb 

Table 9.1 NPSF agenda for 
patient safety research

Incident reporting system
Medication error
Safety culture
Patient handoffs and discontinuities in 
care
Missed diagnosis
Misdiagnosis
Medical device design
Coordination of medical work
Understanding of the nature of expertise
Analyses of technical work
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[30] determined that the methodology through which HROs generate and maintain 
high levels of safety cannot be directly extrapolated to the healthcare environment; 
rather, incremental changes can be identified through which healthcare systems may 
progress toward high reliability. These incremental changes include (1) a leader-
ship’s commitment to zero harm, (2) a functional culture of safety throughout the 
organization, and (3) the widespread deployment of highly effective process 
improvement tools. In summary, patient safety is best accomplished through a com-
bination of individual personnel commitment to, and an organizational culture that 
unconditionally supports, patient safety. It is likely that no single “model” will pro-
vide a better solution than a shared commitment to excellence.

 Conclusions

Despite the existence of a single American healthcare system, there is extreme vari-
ability in the availability and the quality of care within the individual components of 
that system. Providers have varying levels of skill, experience, and knowledge; and 
practitioners, as humans, have differing work ethic, priorities, and standards. 
Similarly, there is a wide variability in the type of services which are available in 
different office, clinical, and hospital settings; diagnostic and treatment services that 
are commonplace in a tertiary or quaternary medical center may not even be con-
templated in rural community or critical access hospitals. Thus, universal or national 
constructs of health quality can best be described as efforts to provide the most 
appropriate, timely, and best care under the circumstances. Similarly, by extrapola-
tion, discussions of access to healthcare are meaningless unless that access refers to 
a basic but uniform quality of healthcare. Finally, as the cost of healthcare under-
goes increasingly greater scrutiny, that care which demonstrably and repeatedly 
does not conform to quality standards may be classified as waste. The goal of the 
tort legal system is not the truth but justice; therefore, malpractice litigation is also 
a suboptimal mechanism to improve the quality of healthcare.
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Chapter 10
Laws Pertaining to Insurance and Risk 
Management

James E. Szalados

 Definitions and History of Insurance in the USA

A general dictionary definition of insurance is coverage by contract whereby one 
party undertakes to indemnify or guarantee another against loss by a specified con-
tingency or peril; whereby it provides a legal definition of insurance as “coverage 
by contract, whereby for an agreed upon payment of a premium, one party agrees 
to indemnify or guarantee the other against loss by a specified contingency or 
peril” [2].

The party purchasing coverage is “the insured” is generally seeking insurance 
against financial loss. Furthermore, the “named insured” is the specific individual 
defined as the insured in the policy contract. The named insured may or may not be 
the beneficiary of the insurance. The “beneficiary” is a named individual who may 
become eligible to receive an insurance payout. The insured may be the beneficiary. 
However, in the case of a “third-party beneficiary,” the beneficiary is the one who, 
through designation by either contract or assignment, steps into the shoes of the 
insured to receive the benefits of the insurance. The financial loss the insured is 
seeking protection from can be secondary to illness, disability, or unexpected death; 
loss of property because of theft, loss, or destruction; or lawsuit. In general, any-
thing that can be legally insured can be considered for insurance. Under contract, 
the insured makes payments, for a predetermined amount, at agreed-upon intervals; 
these payments are known as “the premium.” The contract of insurance is known as 
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the “policy” which is the written contract that ratifies the legality of an insurance 
contract or agreement.

The insurer, as a business, expects to collect money in excess of its payouts to 
insured, thereby making a corporate profit. The amount of a premium is not arbi-
trary; premiums are based on actuarial data. Actuaries use accepted methods based 
on mathematical and statistical science to assess the statistical degree of risk and to 
help insurers set economically responsible but profitable premiums. An insurer’s 
“loss ratio” is the relationship between incurred losses and earned premiums, 
expressed as a percentage. To calculate the loss ratio, incurred losses (actual paid 
claims plus loss reserves) are divided by earned premiums (the portion earned of the 
total premiums allocated over the life of the policy). Loss reserves are financial 
liabilities from known losses which remain to be paid to insureds paid by the insurer. 
The loss ratio is important to both the insurer and the insured. Insurers with high 
loss ratios are risking losses and insolvency and may need to reevaluate the risks 
they take or raise premiums. Insurers with low loss ratios are overcharging for cov-
erage under their policies and risk losing market share in an open market.

The “combined ratio” or “the combined ratio after policyholder dividends ratio,” 
is one measure of an insurer’s profitability, and is the mathematical sum of incurred 
losses and expenses divided by the earned premium. The insurer’s “expense ratio” 
similar to that of any operating entity looks at the percentage of premiums (operat-
ing revenue) used to pay costs of acquiring, writing, and servicing insurance and 
reinsurance.

The party which guarantees to pay for another’s loss is the “insurer.” An “insurer” 
as an entity must be authorized to write insurance under the laws of any state. 
Nonetheless, insurers also reinsure themselves against catastrophic losses, so that 
they minimize the risk of default, or non-payment, to their insureds. Reinsurance 
represents a contract between a primary insurer a reinsurer where the reinsurer guar-
antees to cover all or part of the losses of the primary insurer. Reinsurance allows 
the risk of loss to be underwritten by another company, the “underwriter.” Insurance 
underwriters establish their own premiums for accepted insurable risks.

Insurance operates under the legal principle of “indemnity” which is a defining 
characteristic of insurance, whereby the insured recovering under an insurance pol-
icy should be restored to the approximate financial position it was in prior to the loss 
without rewarding or penalizing the insured for its loss, or to the limits of the policy 
coverage. The term “under-insured” refers to insureds who either have chosen to 
purchase coverage insufficient to indemnify them in the event of a loss or, for any of 
a number of reasons, cannot qualify for the appropriate amount of coverage. Where 
a person or entity is under-insured, losses in excess of policy coverage will need to 
be managed at an individual level.

Furthermore, in order to be considered “insurance” under a legal definition, a 
contract must have two elements: (1) risk distribution (2) among a substantial num-
ber of members, through an insurer engaged primarily in the business of insurance 
[3]. Insurers must be licensed in the state(s) in which they operate. Regulation of 
insurance and insurers occurs at the state level. Each state has a “state insurance 
department” under the state commissioner of insurance who is empowered under 
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the laws of a state to oversee the business of insurance within that state. The power 
of the states over regulation of insurers is based on the notions that insurance was 
not interstate commerce and that insurance is an industry established in the public 
interest. Thus, states grant regulatory and enforcement powers to insurance com-
missioners and their offices which include (1) the approval of insurance premium 
rates; (2) the authority to conduct periodic financial audits of insurers; (3) the over-
sight authority over the licensing of insurance companies, agencies, agents, and 
brokers; and (4) the monitoring and regulation of the processes for the handling 
of claims.

The McCarran-Ferguson Act of 1945 delegates regulation of the business of 
insurance to the individual states. States generally approve and regulate the insurers 
their states through the state’s Commissioner of Insurance. An insurance company 
that is licensed and regulated by any state’s Department of Insurance is referred to 
as an “admitted” carrier in that particular state. The “admitted” status confers pro-
tection to an insurer’s policy holders through the admitting state’s “guarantee fund” 
which gives policyholders a degree of protection in the event that the insurance 
company becomes “insolvent.” The financial state of insurance companies is 
reflected in ratings conferred by AM Best, the most widely recognized insurer rat-
ings company: an AM Best rating of “A-” or better reflects good financial standing.

In 1869, the US Supreme Court decision in Paul v. Virginia [4] decided that 
insurance was not interstate commerce subject to the Commerce Clause in the US 
Constitution, and as a result, the regulation of insurance was referred to the indi-
vidual states until 1944. In 1944, the Supreme Court overturned its earlier decision 
in its ruling in the case of United States v. South-Eastern Underwriters Association 
[5] where it then determined that insurance was indeed a matter interstate commerce 
and therefore subject to federal jurisdiction under the Commerce Clause. The result-
ing uncertainty prompted the McCarran-Ferguson Act of 1945 [6] which was signed 
into law by President Franklin D.  Roosevelt. The Act states “that the continued 
regulation and taxation by the several States of the business of insurance is in the 
public interest, and that silence on the part of the Congress shall not be construed to 
impose any barrier to the regulation or taxation of such business by the several 
states.” The Act also limited application of antitrust laws to the business of insur-
ance only as long as and to the extent that states enacted state-specific laws and 
assumed responsibility for the regulation of the business; otherwise, federal anti-
trust laws such as the Sherman Antitrust Act, Clayton Antitrust Act, and Federal 
Trade Commission Act would resume responsibility. Nonetheless, states continue to 
differ on the extent that they regulate their insurers. Regardless of variability in the 
regulations between states, universal principles apply: (1) insurance policy premi-
ums must be sufficient to maintain insurance company solvency, (2) but not so 
excessive as to allow for unreasonable profits, and (3) the policy premiums must not 
be discriminatory so that premiums reflect expected loss ratios.

The National Association of Insurance Commissioners (NAIC) [7] was estab-
lished in 1999 as a non-governmental not-for-profit organization created and gov-
erned by the chief insurance regulators from the 50 states, the District of Columbia, 
and the 5 US territories. NAIC was established with the goal of setting standards 
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and best practices, conducting peer review, and coordinating their regulatory over-
sight over the US state-based insurance system.

 The Law of Insurance

Insurance law refers to that concentration of law which focuses on the relevant fed-
eral and state regulatory laws and the relevant corporate and business laws relating 
to insurance, the law of torts, and the contractual interactions between insurers and 
insureds.

Insurance usually begins with the identification of a need to insure an insurable 
interest. An individual has an insurable interest when that individual derives finan-
cial benefit from the preservation of the subject matter or is at risk for a pecuniary 
loss from the loss, compromise, or destruction of that subject matter. For example, 
an insured interest might include a life, a home, or a car but may also include busi-
ness continuity or protection from potential liability.

Once the desire or need for insurance is identified, the next step is to locate an 
admitted insurer who is willing to provide insurance for that interest, often with the 
aid of an insurance broker and an insurance agent. An insurance broker represents 
consumers; he or she has a fiduciary duty to the client. The insurance broker does 
not work for, represent, or have a responsibility to any one insurance company. The 
insurance broker typically helps a client identify their specific needs and resources; 
works with the client to research appropriate and acceptable types of coverage, 
terms, conditions, and cost; and will then recommend one or more insurers and/or 
policies which best fit the client’s needs and resources. An insurance agent, on the 
other hand, sells insurance on behalf of one or more insurers; a captive agent repre-
sents one insurance company, whereas an independent agent may represent more 
than one insurance company. The important distinction between a broker and an 
agent is that the broker works to represent the client and recommends, whereas the 
agent works for the insurance company, usually on commission, and sells policies.

Once a decision is reached regarding a potential type of policy and a potential 
insurer, the client must complete an application for insurance. The process of appli-
cation and the format must meet specific requirements which have legal implica-
tions. The completed and submitted application for insurance represents an offer to 
enter into a binding contract; that offer is subject to the prospective insurer’s accep-
tance or rejection. A blank application form does not in itself represent such an offer.

Insurance is a contract whereby one party promises to pay, or indemnify, another 
in the event that the other sustains a covered loss. A contract is an agreement with 
legal purpose that is enforceable by law. Insurance contracts have important distin-
guishing features:

 1. Insurance contracts are aleatory, which means that insurance implies an element 
of chance and therefore a potential for unequal exchange of value or consider-
ation for both parties. Thus, the insured may suffer a loss soon after entering into 
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the contract and thereby benefit at the insurer’s expense; or the insured may pay 
significant premiums and not suffer a loss, in which case the insurer makes 
a profit.

 2. Insurance contracts are unilateral, which means that the only party with an 
enforceable obligation is the insurer, since the insurer promises to indemnify if a 
specific event occurs; however, the insurer cannot require payment of the pre-
mium. Nonetheless, the insurer has the right to cancel the policy in the event of 
non-payment of premiums.

 3. Insurance contracts are conditional, which means that the insurer’s obligation to 
pay benefits is dependent on the occurrence of a specified event.

 4. Insurance contracts are considered to be contracts of utmost good faith, which 
means that both the insured and the insurer are legally entitled to a full, fair, and 
honest disclosure of all material facts and relevant information prior to the for-
mation of the contract. Terminologies pertinent to the notion of utmost good 
faith include warranties, representations, and concealment.

Since insurance contracts are considered to be contracts of utmost good faith, all 
statements of fact within the application must be honest and true. Misrepresentations 
or omissions within the application for insurance that are either fraudulent or mate-
rial may be grounds for subsequent rejection of the application or later prevent 
recovery under the policy. A misrepresentation of fact is a false statement which 
influences the decisions of another. Only facts can be misrepresented, misrepresen-
tation to not apply to opinions. Misrepresentations typically fall into one of four 
categories: (a) innocent misrepresentations are are false statements regarding a 
material fact, for which the party who made the statement, was unaware that the 
statemnent was unture, at the time the statement was made; (b) a negligent misrep-
resentation is a statement regarding a material fact, which the party making the 
statement did not attempt to verify as to its veracity; (c) a fraudulent misrepresenta-
tion is a statement made either with knowledge that was false or made recklessly so 
as to induce the other party to act in reliance of that statement; or (d) an omission 
whereby one fails to disclose known material facts.

A material fact is a fact that is reasonably important to the outcome of a certain 
decision. The term “material” is used in contradistinction to a detail which is insignifi-
cant, unimportant, or trivial and therefore has no reasonable bearing on the making of 
a given decision. Where one party, such as the insurer, justifiably relies on a misrep-
resentation of material fact, in a subsequent analysis or dispute, the contract may be 
cancelled, voided, or sued upon for damages, or the insurer can refuse payment.

The insurer has the right to accept or reject the application for insurance; in addi-
tion, either party may explicitly impose additional conditions or negotiate premi-
ums, in essence imposing a counteroffer. Nonetheless, assuming no changes or 
additional conditions are required, the signing and delivery of the policy contract by 
the insurer creates a binding agreement, although the details here can vary by state. 
For example, in some cases, a policy signed by the insurer may subsequently require 
the insured’s signature to show his or her acceptance of the insurer’s written offer. 
Furthermore, the acceptance by an insurer of the application may be conditional, 
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conditioned, for example, upon the insured’s receipt of the policy or payment of the 
first premium by the insured.

A binder or binding receipt is evidence of temporary insurance until the perma-
nent policy is issued or disapproved, or some other condition is satisfied. A binder 
is only valid for a certain period of time, often defined either by statute and/or the 
insurer, usually no more than 90 days, although written extensions may be possible. 
An insurance binder serves as proof of insurance and will usually specify (1) what 
is insured, (2) the amount of liability coverage, (3) deductibles and coverage limits, 
(4) the named insured, (5) the insurer/insurance company and type of coverage, (6) 
the term including the effective date and the date of expiration, and (7) the insurance 
agent who authorized the binder. The exact requirements for insurance binders may 
be defined by statute.

The final contract of insurance may include various elements potentially includ-
ing the policy, riders, endorsements, referenced statutes, and other relevant materi-
als which the parties may deem necessary and relevant. Where the contents of an 
insurance policy are regulated by statute, such statutory requirements may be 
deemed to be incorporated either specifically or by reference. The actual insurance 
policy defines the rights and obligations of the parties involved in the insurance 
agreement. The policy will usually include a declarations page, attached to the stan-
dard policy form, which specifies the name of the insured, the policy period, the 
limits coverage, the covered risk, the limits of liability, and the premium. In any 
policy, there are provisions; mostly these are standard and statutorily or legislatively 
required.

Exclusion clauses eliminate coverage for one or more specific events, which, but 
for the exclusion clause, would have been covered by the initial coverage. The pur-
pose of an exclusion may be to eliminate coverage for situations or events that cre-
ate risks of loss greater than those normally associated with the hazard. An 
ambiguous exclusion is usually construed against the insurer. Common exclusions 
in professional liability or medical malpractice policies can include (a) sexual mis-
conduct, (b) fraudulent acts such as false claims violations, (c) claims arising under 
the Health Insurance Portability and Accountability Act (HIPAA) or similar actions 
relating to medical records privacy, (d) administrative work, (e) expert witness 
work, (f) supervision and/or teaching, or (g) exclusions pertaining to specific scope 
of practice or procedural restrictions.

Insurance policy conditions can shift the risk of loss if certain conditions are not 
met or complied with, or if certain conditions become operative. Conditions are 
enumerated and defined within the policy. Of extreme importance are the “Duties in 
Event of an Occurrence or Loss” or similar clause, which outlines the procedures an 
insured must follow in the event of a loss or claim; moreover, in certain polices such 
as professional liability policies, the relevant duty may also extend to anticipated 
losses or claims. The duty of notification varies by policy, but in effect, it represents 
the duty of the insured to notify the insurer of circumstances which may give rise to 
a claim as soon as practical after the insured becomes aware of a situation which 
could potentially trigger a claim. It is important to know the exact circumstances 
which trigger the duty of notification applicable to any particular insurance policy, 
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since failure to timely notify the insurer as soon as reasonably possible can result in 
the rejection of a claim. Another potential condition relates to limitation of an insur-
er’s liability in the circumstance where the insured owns other applicable insurance 
coverage.

Increasingly, insurance policies and other contracts are being written in plain 
langauge, so that there are no legal terms of art which may be ambiguous to layper-
sons. When faced with questions of contract interpretation, courts commonly begin 
with the principle that “[t]he primary goal in interpreting contracts is to determine 
and enforce the parties’ intent” [8]. The general rule regarding contract interpreta-
tion is that except as otherwise dictated by statute or public policy, insurance poli-
cies are interpreted in a similar manner as ordinary business contracts between 
individuals, subject to the same general principles of construction [9]. The interpre-
tation of ambiguous contract terms follows a general algorithm: (a) if the policy 
contract expressly defines a term, courts will apply that definition; (b) if the term at 
issue is not defined in the policy, the court looks to the plain meaning of the term; 
(c) if the term or the language are ambiguous (when reasonably intelligent persons 
reading the language would honestly differ on its meaning), then the ambiguous 
terms or language are generally construed in favor of an insured.

A contract of insurance generally ceases to be in effect when it is cancelled or 
terminated. Cancellation is the termination of a policy before its expiration; how-
ever, cancellation is usually a right which must be reserved explicitly within the 
contract. A policy can be cancelled by the insurer for cause such as misrepresenta-
tion, non-payment of premiums, or materially changed circumstances. On the other 
hand, the insured can usually cancel the contract at any time. Termination refers to 
the ending of a policy through the ending of the stated policy period.

 Types of Professional Liability Insurance

Professional liability insurance (PLI) is insurance that protects professionals such as 
physicians, accountants, and lawyers against claims of professional negligence. PLI 
is also referred to as malpractice insurance, professional indemnity insurance, and, 
less commonly, as errors and omissions insurance. PLI helps protect professionals, 
who offer professional advice and perform professional services, from financial 
liabilities arising out of claims of malpractice or professional negligence. Claims of 
professional negligence may be brought by patients, families, or other clients against 
professionals for errors or omissions arising through statements and acts by the 
professional. Professional negligence arises in situation where a professional ren-
ders opinions or performs services of a highly technical nature upon which the cli-
ent reasonably relies, and, subsequently, questions as to the professional’s reasonable 
judgment will inevitably often arise. Claims of professional negligence are brought 
in civil courts under tort law and are expensive to defend, and direct financial liabil-
ity takes the form of a monetary award for damages. General liability insurance 
policies do not confer protection against claims arising out professional negligence 
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or malpractice. Thus, the insurer who provides a professional liability insurance 
policy typically assumes the dual duties to (1) defend and (2) indemnify. The insur-
er’s duty to defend relates to the retention and reimbursement of legal counsel to 
defend the insured, whereas the duty to indemnify relates to the insurer’s duty to pay 
the judgment award in the event that the plaintiff prevails.

State licensing boards may require that medical professionals maintain PLI cov-
erage; in addition, hospital bylaws and rules and health insurance plans may require 
that providers carry PLI in order to provide services in the hospital and/or related 
medical facilities. The minimum state-mandated levels of PLI vary greatly between 
states, ranging from $100,000 to $1 million in coverage per claim and from $300,000 
to $3 million in coverage total each year. Coverage typically includes attorney and 
court costs, costs of arbitration or mediation, settlements, and verdicts. PLI may be 
obtained in the form of an individual policy, a group policy, or an employer-based 
program and may be purchased from a traditional insurer or a risk retention group. 
Frequently, PLI coverage is paid on the behalf of an employed provider by the group 
or hospital which employs that provider. Where facilities cover providers through 
an employer-based policy, personal coverage confers potential advantages in the 
event that the individual provider’s interests diverge from that of the facility. States 
may also have created legislatively enacted programs designed to aid physicians to 
minimize liability arising out of claims; such state programs can include limitations 
(or “caps”) on claims or on specified elements of claims (such as “pain and suffer-
ing”), patient compensation funds (e.g., neurological claims arising out of birth- 
related injuries), or supplemental levels of coverage to help protect against 
catastrophic verdicts. The cost of medical malpractice premiums generally vary by 
state, practice location, specialty, provider experience, the provider’s claims history, 
the limits of the specific policy, and procedures performed.

Non-physician medical providers and staff such as physician-assistants, advanced 
practice nurses (nurse-anesthetists, nurse-midwives, and nurse practitioners), thera-
pists, and registered nurses also may carry PLI coverage. Although nurses are often 
covered for claims by the facility they work for, once again, personal coverage may 
confer advantages in the event that the individual’s interests diverge from that of the 
facility.

Liability coverage is also classified as either (a) direct liability coverage, which 
insures provider for the medical services that they personally provide, or (b) vicari-
ous liability coverage which insures the provider for the services provided by others 
for whom the provider is legally responsible such as advanced practice providers, 
employees, students, or volunteers.

An important consideration to medical malpractice PLI is the relevant statute of 
limitations governing claims for medical malpractice in the state in which the policy 
is in effect. The statute of limitations refers to the statutorily, or legislatively, defined 
maximum period of time that may pass after an event within which legal proceed-
ings may be initiated (filed). State statutes of limitations vary between individual 
states; however, in all cases, the statute of limitations will exceed at least 1 year. 
Therefore, and in general, a provider may first become aware that a lawsuit has been 
filed against him or her, many years after a contested issue occurs. In general, with 
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the exception of situational modifications, medical malpractice PLI will take the 
form of either:

 1. A “claims-made” policy which provides coverage if and only if the policy is in 
effect both when the treatment took place and when a lawsuit is filed. The claims- 
made policy excludes events which occurred before and after the term of the 
policy and excludes coverage for claims which arise from events that occurred 
during the term of the policy but where litigation was not commenced until after 
the term of the policy expired (Table 10.1 and Fig. 10.1).

Claims-made policies are offered at lower premiums than are occurrence pol-
icies. The premiums are also further discounted through the initial years of the 
policy. However, with each additional year of coverage, and as the corresponding 
statistical likelihood of a lawsuit increases, the premium increases incrementally 
(the “step factor”) until a “mature” rate is reached. The mature rate may increase 
based on claims history.

Table 10.1 A comparison of claims-made versus occurrence of medical professional liability 
insurance policies [18]

Policy details Claims-made policy Occurrence policy

Covered acts The insured is indemnified for any and all 
covered acts arising during the period 
which the policy is in effect as long as 
both acts occur and notice of the claim 
during the active term of the policy

The insured covered for any 
and all covered acts which 
occur during the term of the 
policy

Key distinction: 
indemnification for 
potential causes of 
action

If a medical malpractice claim is brought 
against the insured after the policy has 
expired or was terminated, even though 
provider was insured under the policy at 
the time that the cause of action accrued, 
the insured is not covered under that 
policy, and insurer is not liable for 
coverage (unless there is tail coverage)

The insurer is responsible for 
the coverage for all medical 
malpractice causes of action 
which accrue during the 
coverage period, regardless 
of when the claim is brought 
against the provider

Extended reporting 
period/“tail” 
coverage

Extended reporting coverage, if in effect, 
will cover any and all covered acts which 
occurred during the term of the policy 
even if the provider was first on notice of 
the claim after the policy expired or was 
terminated

Extended reporting coverage 
is not necessary since claims 
resulting from any and all 
covered acts are covered by 
the insurer regardless of 
when the claim is brought 
against the insured

Prior acts (“nose”) 
or retroactive 
coverage

Available Available

Cost of insurance Insurance premium costs are generally 
lower than occurrence policies
Premiums are generally subject to an 
incremental increase over the first years in 
proportion to the insured’s claim history, 
after which a mature premium level is 
reached barring annual rate adjustments

Insurance premium costs are 
higher than claims-made 
policies; however, the 
insured’s financial exposure 
for claims brought after the 
term of the policy is more 
clearly defined
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Claims-made policies typically generate issues when a provider moves 
between practices or retires, since that provider is longer insured for events 
which took place while the claims-made policy was in effect. In order to con-
tinue to be insured for events which occurred during the term of a prior claims- 
made policy, the provider can chose to purchase optional “tail” or “extended 
reporting” coverage, or endorsement. Claims-made policies may contain 

Occurrence Policy:

An occurrence policy will cover the insured for potential liability arising from any and all covered
occurrences which happened during the period of time that the policy was active. Thus, in the
example above, theoccurrence policy will cover the insured regardless of whether notice of the
claim is received at Time A (during the time the policy is active) or Time B (after the policy is no
longer active) as illustrated above.

Claims Made Policy:

A claims-made policy will only cover the insured for potential liability arising from any and all
covered occurrences which happened during the period of time that the policy was active and of
for which a claim was made during the life of the policy. Claims brought against the insured for 
which the insured receives notice after the policy expired or was terminated, are not covered by 
claims-made policy. Thus, in the example above, the claims-made policy will cover the insured -
only if notice of the claim is received at Time A (during the time the policy is active) but not at
Time B (after the policy is no longer active) as illustrated above. In order for the insured to have 
been covered for the event for which notice is received at Time B, the insured would have 
needed to have previously purchased optional tail coverage. 

Timing of event
which may later
result in litigation

Timing of event 
which may later 
result in litigation

Claim 
Timing A

Claim 
Timing A

Claim 
Timing B

Claim 
Timing B

Period of time during which
occurrence policy is in effect

Period of time during which 
occurrence policy is in effect

Fig. 10.1 Visual comparison of occurrence and claims-made policies
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 provisions within the contract regarding the extended reporting period. Tail cov-
erage should ideally extend from the last date that the provider practiced under 
the claims-made policy through the maximum applicable state statute of limita-
tions (allowing for potential extensions, tolls, and special circumstances such as 
pediatrics). Depending on the provider’s risk profile, the cost of a tail can be 
substantial. Instead of purchasing a tail, an alternative option may be to purchase 
prior acts coverage with the new claims-made policy (see below).

Claims-made policies may, under some circumstances, provide extended 
reporting coverage at no additional cost in the event of retirement, death, or per-
manent disability.

 2. A “modified claims-made” policy provides a prepaid indefinite tail coverage on a 
claims-made basis. For the insured, the modified claims-made policy is function-
ally equivalent to an occurrence policy. Coverage is triggered in the same man-
ner as in claims-made coverage; however, a modified claims-made policy 
automatically triggers and provides tail coverage after the policy terms expire.

 3. An “occurrence” policy provides coverage for any claim regarding any event 
which took place (“occurred”) during the period (‘term’) of coverage. Thus, an 
occurrence policy will fully indemnify the provider even if the claim is filed by 
a plaintiff after the term of the policy has expired or lapsed. The actuarial uncer-
tainty involved in the prediction of the cost of future claims has made occurrence 
policies expensive and/or difficult to obtain. The higher premium cost of an 
occurrence policy is, in essence, a prepaid tail, since the cost of the tail is built 
into the premiums of an occurrence policy. Providers insured under occurrence 
policies therefore do not need to purchase tail coverage (Table 10.1 and Fig. 10.1).

 4. Retroactively dated coverage (“prior acts” or “nose”) is an option which pro-
vides coverage for services provided before the effective date of the policy. 
“Prior acts” coverage transfers the retroactive date for an old policy to a new 
insurance carrier—eliminating the need to purchase tail coverage from the last 
carrier. Nose coverage is frequently less costly than the option of purchasing tail 
coverage from the prior carrier.

 Clause Caveats in Professional Liability Insurance

The law of insurance applies to PLI; it is prudent to review one’s policy carefully to 
understand and recognize issues such as conditions, exclusions, coverage, specific 
clauses, and the required duties of the insured provider. Examples of such language 
in policies include the following:

 Misrepresentations

Misrepresentations or omissions on applications for insurance can render a policy 
void. A misrepresentation may take the form of either a false affirmative statement 
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or a failure to disclose. In the case of applications for insurance, misrepresentations 
usually pertain to prior acts, prior coverage denials, restrictions in medical staff 
privileges, or exclusion from payer panels or will be as regards education, training, 
credentialing, or licensure. In some cases, such misrepresentations may take the 
form of misunderstandings; however, every effort must be made to understand the 
specific details requested before submitting the application. Claims of misrepresen-
tation must demonstrably distinguish between innocent, negligent, and fraudulent 
misrepresentation. Misrepresentations which are “material” are those where the 
insurer had prior knowledge before issuing the policy and would have triggered a 
refusal to contract. Misrepresentations which are material can result in a rescission 
of the policy, declaration of the policy as void, or even a disclaimer or denial of 
coverage [10].

During the PLI application process, questions regarding “awareness” of “any 
circumstances” might give rise to a claim. Misrepresentation in this circumstance 
can trigger the “Known Claims or Circumstances” exclusion regarding both claims 
reported to a prior insurer and claims which should have been reported to a prior 
insurer.

 All-Risk Policies

Medical malpractice PLI policies are written on an “all-risk” basis and generally 
provide coverage for all claims arising out of professional activities, except as 
noted. All-risk policies are typically broad in the scope of coverage and may moon-
lighting include supervisory roles or administrative duties; however, the exceptions 
must be examined and understood.

 Exclusions

Exclusions refer to acts or activities which are not covered within the policy. Insurers 
and policies may differ with respect to enumerated exclusions. In fact, not all types 
of medical errors and omissions may be covered. State statutes pertaining to insur-
ance vary and define the legality of specific exclusions within insurance contracts, 
either as a matter of law or as a matter of public policy.

Medical malpractice PLI policies will exclude coverage for actions deemed to be 
reckless or wanton, or those which are deemed to be indifferent, willful, and inten-
tional. In medical malpractice claims, attorneys will often combine claims based on 
ordinary negligence together with claims based on gross negligence. Ordinary neg-
ligence refers to the failure to exercise reasonable care to adhere to the applicable 
standards of care under the circumstances. Gross negligence generally requires that 
the plaintiff demonstrate (a) knowing or intentional disregard of an unreasonable 
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risk and (b) a risk which is associated with a high degree of probability of causing 
substantial harm. Gross negligence is often used as a basis to justify punitive dam-
ages in a medical malpractice action to increase the recovery for an injured plaintiff; 
however, these allegations and ensuing allegations may not be covered under a med-
ical malpractice PLI.

Most medical malpractice PLI policies will also exclude coverage for criminal 
acts, sexual misconduct, false and fraudulent insurance claims, and spoliation of 
medical records. In some cases, the PLI may exclude high-risk procedures and/or 
the prescription of drugs for non-FDA-approved uses. Where a provider’s profes-
sional activities occasionally or regularly include extracurricular but colorable 
work-related activities such as EMS supervision, medical care at community or 
sports events, or providing legally required medical examinations, clarification and 
disclosure of such activities to the insurer are important to assure a mutual under-
standing regarding coverage in such circumstances.

A potentially important exclusion to consider is an exclusion for either “moon-
lighting” or services provided at satellite locations; providers will need to verify that 
they are in fact covered for all the services they provide at all locations at which they 
practice. Medical malpractice PLI policies may specifically exclude administrative 
duties such as medical director duties.

An important exclusion is that pertaining to allegations of professional miscon-
duct. Professional misconduct investigations are typically brought by State 
Departments of Health or similar licensing and oversight boards and result not in 
malpractice litigation but rather in administrative sanctions, restriction, or revoca-
tion of licensure. The costs of defense for a professional misconduct hearing are 
substantial, and the typical malpractice PLI does not cover such circumstances. 
Increasingly, insurers are providing additional insurance, or optional riders, to cover 
such circumstances. In New York State, such an optional rider is referred to as a 
“legal defense cost coverage” rider which provides optional supplementary insur-
ance coverage for the costs of defending state or federal administrative actions such 
as either professional misconduct (NY OPMC) or a Medicare or Medicaid False 
Claims Act allegation.

 Duty-to-Cooperate Clause

Medical malpractice PLI policies customarily include a clause requiring the 
insured’s “cooperation” with the insurer’s efforts to defend the insured against a 
claim. A duty to cooperate may include providing timely notice of a claim to the 
insurer, testifying capably in one’s defense at deposition or trial, assisting one’s 
assigned defense attorney with case preparation, and avoiding statements which 
amount to an admission of liability. The duty-to-cooperate clause is important in 
instances where a provider meets with families regarding apologies and disclosure 
of medical errors.
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 Consent-to-Settle Clause

A “consent-to-settle” clause in a PLI policy (sometimes referred to as a “pride 
clause”) requires that the insurer seek and obtain the consent of the insured prior to 
settling a medical malpractice claim. “Consent to settle” may be considered impor-
tant to providers since malpractice claims have not only financial but also reputa-
tional (“pride”) and regulatory implications. Where there is a consent-to-settle 
clause, and the insured and insurer work together, not only can the insurer not settle 
a claim without the insured’s consent, but the collaboration may actually decrease 
payments in the case of nuisance lawsuits.

In the event that a provider exercises his or her “consent-to-settle clause” and he 
or she prevails, avoiding either settlement or judgment, then that particular case of 
alleged malpractice does not become a part of his or her permanent claims history. 
Providers should remember that the best interests of the hospital, groups, or insur-
ance company may not be the same as the best interests of the particular provider.

 The “Hammer Clause”

Although a consent-to-settle clause may benefit both the insured and the insurer, 
some policies contain a “hammer clause” whereby if the insured does not approve 
the insurer’s recommendation to settle, or the amount of the settlement, a typical 
consent to settlement clause will nullify the insurer’s further liabilities to defend or 
indemnify the provider beyond the amount of the proposed settlement. For example, 
if a plaintiff offers to settle a claim for $100,000 and the insured refuses to settle 
despite the insurer’s advice to do so, under the “hammer clause,” the insured pro-
vider will assume personal liability for any judgment or awards in excess of 
$100,000. Ignoring a hammer clause opens you up to a serious financial risk. In 
general, most insurers will offer a “consent to settle” without a hammer clause.

 Defense Costs

Most malpractice insurance PLI policies typically assume the risk of the costs of 
both defense and indemnification; however, some polices are now distinguishing 
and separating the two costs. Where “defense within” is specified within or in con-
junction with the policy limits clause, the costs of defense erode the amount of 
coverage available to pay indemnity.

A clause specifying “ultimate net loss coverage” will generally pay attorney fees 
and defense costs in addition to any awards, whereas a clause specifying “pure loss 
coverage” will generally pay only the settlement or judgment amount. Ultimate net 
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loss coverage will also confer the flexibility to retain one’s defense counsel in addi-
tion to the hospital, group, or carrier’s attorney, which may be important if one’s 
interests need to be represented separately from those of the others named in the suit.

Thus, where applicable, the phrase “defense in addition” is financially more 
desirable than is “defense within.” For example, assuming that a provider carries a 
policy with limits of $1,000,000 per occurrence/$3,000,000 annual aggregate, and 
the policy specifies “defense costs in addition,” then, if the verdict or judgment in a 
specific action reaches $1,000,000, the provider will be liable for the costs of 
defense which may be substantial. The average cost of defending a malpractice 
claim is approximately $30,000; this figure includes attorney’s fees, costs for medi-
cal records, expert witness fees, court costs, and incidental fees; however, depend-
ing on the location and the type of claim, the costs of defense may be higher. An 
alternate view would be that where the policy specifies “defense within” in the event 
of a $1,000,000 judgment or verdict and $30,000 defense costs, the actual amount 
available to pay the judgment is decreased to $970,000.

 Incident Reporting/Duty to Notify

The duty to notify an insurer regarding an actual or potential claim is a condition 
precedent to the insurer’s obligation to defend and indemnify the insured. The defi-
nition of a “claim” varies by policy and insurer. The exact circumstances which 
trigger the duty to report will almost certainly be contractually defined. Timely 
reporting of an incident before it actually becomes a claim can potentially allow the 
implementation of risk management interventions which may then prevent a lawsuit 
or help the insurer prepare for anticipated loss. Some insurers require the insured to 
report any and all incidents which may reasonably be expected to lead to claims.

In some cases, insurers require only that formal claims be reported on receipt of 
notice. A “claim” is a demand served upon the insured by a plaintiff; in most cases, 
the first formal notice of a lawsuit occurs on receipt of the summons and complaint. 
This requirement is commonly referred to as a “written demand for damages” 
requirement. In such cases, the provider must be formally served with a lawsuit sued 
before the claim will be recognized by the insurer.

Typically, occurrence policies are more likely to encourage early notice of poten-
tial claims so that they can potentially encumber, or make available, funds to settle 
or litigate if needed. On the other hand, claims-made policies are more likely to 
require receipt of a written demand, or actual notice, of a lawsuit before acknowl-
edging a claim, since a provider may migrate practices before a claim is made, thus 
shifting potential liability to another insurer.

Once a provider-defendant is formally served with notice of a claim, a strict 
legally operative timeline becomes operative. Specifically, failure to answer the 
claim (i.e., the notice and complaint) within a statutorily defined time period will 
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result in a default judgment against the defendant, and that defendant loses the 
opportunity to defend the lawsuit. Insurers may thus deny coverage based on late 
notice to instances where the insurer can prove that it was adversely affected, or 
prejudiced, by the delay.

 The National Practitioner Data Bank

If a malpractice claim against the insured is settled, even if that claim is otherwise 
perceived by the insured as frivolous or non-meritorious, the settlement will be 
reported against the provider in the National Practitioner Data Bank (NPDB).

The NPDB is a data repository, or confidential data clearinghouse, mandated 
under federal statute [11] which maintains records of malpractice claims, disciplin-
ary actions, state licensing actions, and adverse privileging restrictions involving 
healthcare practitioners. Specifically, all payments are made by or on behalf of a 
healthcare practitioner, in satisfaction (in whole or in part) of a claim or judgment 
(including out-of-court settlement payments). In 2010, under the authority of 
Section 1921 of the Social Security Act, the HHS expanded the scope reporting for 
the NPDB to include reports of actions not just against physicians but against all 
healthcare practitioners.

Data remains within the NPDB permanently unless modified or removed by the 
reporting entity. A “query” is a search of the NPDB database performed for the 
purpose of due diligence during credentialing and recredentialing of a healthcare 
practitioner. Mandatory queries are those which are mandated by federal or state 
law; or by regulatory agencies such as The Joint Commission, when practitioners 
apply for clinical privileges and seek to expand existing privileges every 2 years 
during the recredentialing process. The NPDB is also regularly accessed for use in 
employment, affiliation, or licensure decisions. Nonetheless, medical liability carri-
ers, private accreditation organizations, professional societies with peer review 
functions, and federal agencies such as the DEA and the HHS are prohibited from 
submitting queries [12].

There are potential “loopholes” to NPDB reporting; however, these should be 
considered only on the advice of an attorney.

The “corporate shield loophole” takes advantage of the fact that the reporting 
statute requires reporting only in those instances where a provider or practitioner is 
a named defendant to the action at the time of the payment. Thus, if a provider or 
practitioner is dismissed without a duty of payment before a settlement or verdict is 
finalized, the provider is potentially exempt from the reporting statute. Dismissals 
of named defendants generally occur in those lawsuits where a large group or hos-
pital is named alongside with numerous providers also individually named and 
where one or more providers may be dismissed during stages of litigation. In such 
cases, providers should specifically and individually verify that their names have 
indeed been deleted from the settlement or judgment document.
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The “personal fund loophole” takes advantage of the fact that the reporting stat-
ute mandates reporting to the NPDB where a payment is made on behalf of a pro-
vider or practitioner by another party. The corollary is that payment made by an 
individual provider or practitioner on his or her own behalf is therefore not 
reportable.

In the event that a practitioner is reported to the NPDB, the practitioner and the 
reporting entity are accorded a 60-day period to contest the report or its wording. If 
a satisfactory dispute resolution regarding the report cannot be achieved, the practi-
tioner who is the subject of a report may submit a written explanatory statement on 
his or her own behalf, containing 4000 words or less, to supplement the report.

 Alternatives to Traditional Insurance Providers

Traditional commercial insurance companies are typically owned by shareholders, 
issue stock which is traded in public exchanges, and pay dividends to shareholders 
based on financial performance.

Nontraditional insurance companies may include (a) physician-owned insurers, 
(b) risk retention groups, (c) risk purchasing groups or captive entities, (d) mutual 
insurance companies, or combination entities. Nontraditional insurance entities 
may enjoy financial incentives since they may not be subject to the level of the regu-
latory and administrative oversight as are as traditional insurers. However, con-
versely, those insured by nontraditional insurers may not have access to state 
guaranty funds in the event of insolvency of such insurers.

A captive insurer is usually formed to insure a specific group of providers such 
as a hospital system or a coalition of academic medical centers. A similar concept 
of self-insurance allows an entity to establish and administer its own insurance fund 
without specifically forming a company.

A risk retention group (“RRG”) is an insuring entity formed under the federal 
Liability Risk Retention Act of 1986 and is similar to a captive insurance company 
in that it is formed for a specific entity or to cover groups with a relatively homoge-
neous risk. In a risk retention group, the policyholders are also its members and 
owners. Once a RRG meets and complies with state licensing requirements as an 
insurer in any one of the 50 states, it may then operate nationwide in any other or all 
other states without having to meet those individual other states’ licensing rules. 
Although risk retention groups must adhere to the insurance laws of the state in 
which they are domiciled, they are not admitted insurance carriers, and member 
policyholders are thus not eligible for any state guaranty funds. Thus, RRGs are 
exempt from the requirements to be licensed in each state in which they operate, are 
exempt from contribution requirement imposed on insurance companies by which 
insurers must contribute to state guaranty funds, are less subject to regulation by the 
states’ insurance commissioners, and are generally operated as mutual companies. 
Policies issued by RRGs must inform potential insureds, through a federally 
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mandated warning, which states that the policy is neither regulated nor guaranteed 
in the same way as other insurance [13].

 Medical Malpractice Insurance Limits and Excess Verdicts

The policy limits of liability are specified and defined within the policy contract, as 
discussed above. Where state laws mandate liability policy limits, the limits gener-
ally vary between states because some states have enacted caps on damages or have 
enacted “Patient Compensation Funds” which allow providers to maintain lower 
levels of coverage. Minimum liability limits may also be established under hospital 
bylaws or terms of employment.

A typical policy might provide coverage for $1 million per occurrence and $3 
million per year; settlements or verdicts below these limits are covered by the 
insurer, as discussed above. However, where either a single settlement or verdict 
exceeds the per-occurrence coverage, or where the annual aggregate exceeds the 
annual aggregate limit, the provider is liable. For example, if, given the limits above, 
there are two judgments or settlements in 1 year for $2 million each, the insurer 
would pay each occurrence to the policy limit of $1 million, and the provider would 
be responsible for $1 million for each of the suits. On the other hand, if, given the 
limits above, there are five judgments for $50,000, the insurer would fully pay each 
claim. Finally, if there are eight lawsuits for $40,000, then the provider would be 
liable for the excess over the annual limit, or $200,000.

Although trends may suggest a decline in malpractice cases brought to litigation, 
there also appears to be a trend toward larger verdicts. The large majority of medical 
malpractice claims are either discontinued (“dropped”) by the plaintiff, judicially 
dismissed for lack of merit, or settled prior to trial usually for an amount within the 
defendant’s policy limits; of those cases which proceed to trial, the majority of ver-
dicts favor the defense. Catastrophic verdicts are rare against individual providers 
and are more commonly seen where groups or institutions with “deep pockets” are 
also named in the suit. Catastrophic verdicts, or “mega-awards,” most frequently 
involve debilitating nerve injury and permanent incapacitation requiring great life-
time financial costs for medical and custodial care of the injured. It is sometimes 
argued that “jury sympathy” may sometimes drive verdicts against providers and 
hospitals, based not so much on a finding of actual negligence but rather because the 
jurors perceive that well-insured providers and hospitals have the ability to pay 
large awards to an injured plaintiff [14].

Furthermore, the larger the verdict, the more likely is an appeal, which delays or 
risks loss of potential compensation to the injured plaintiff. Moreover, judgments in 
excess of a provider’s policy limits, which would require a provider to liquidate 
personal assets to satisfy the judgment, are generally avoided.

The formation of a corporate or professional limited liability company (or part-
nership) is often employed as an attempt to shield personal assets in the event of 
litigation. The laws regulating the formation of professional corporations or 
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professional service corporations vary by state. Providers or practitioners contem-
plating the formation of a corporate entity as a shield against personal liability in 
the event of a large malpractice settlement or verdict should do so only on the 
advice of their attorney. In general, professional corporations may limit the per-
sonal liability of the owners in the event of business debts and claims. For exam-
ple, a corporate entity, and not the individual owners, may be liable for a 
non-professional employee’s actions, assuming the corporate entity carries insur-
ance against such events. However, in general, courts are likely to readily “pierce 
the corporate veil” in the event of medical malpractice, thereby removing that 
protection of limited liability.

 Umbrella Insurance Policies

Umbrella insurance policies are policies which provide excess coverage in the event 
of home, renters, personal, or personal property damage. Umbrella policies are usu-
ally either personal or commercial.

Personal umbrella policy will almost uniformly contain an exclusion clause spe-
cifically excluding coverage for liabilities arising from business activities. Thus, a 
typical exclusion clause within an umbrella policy will stipulate exclusion of cover-
age for “personal injury or property damage arising out of the rendering or failing 
to render professional services.”

Commercial general liability policies are intended to insure against potential 
liabilities arising out of usual business activities. However, commercial general 
liability policies also generally exclude professional liability—however, there are 
umbrella policies available which are designed to supplement commercial general 
liability policies, and some of these umbrella policies will provide additional cover-
age for professional liability.

 Officers’ and Directors’ Insurance

Physician executives who assume administrative or medical director roles, or 
healthcare administrators in general, are potentially liable for the non-medical 
decision- making they may make in professional executive capacities. Personal lia-
bility for healthcare executives can result from decisions they make, or decisions 
they fail to make, stemming from actions as participants on committees, work-
groups, or boards of directors. In general, organizations will purchase “Directors’ 
and Officers’” or “D&O” insurance policies to protect both the organization and its 
executives. Under most but not all circumstances, the “D&O” policy will indemnify 
against both losses and also legal costs.

Administrative liability is distinct and separate from medical malpractice liabil-
ity. The types of healthcare facilities where administrative risks can arise are varied 

10 Laws Pertaining to Insurance and Risk Management



248

and may include medical practices and groups, ambulatory surgical centers, hospi-
tals and clinics, urgent care facilities, pain treatment centers, community health cen-
ters, nursing homes or assisted living facilities, hospice facilities, rehabilitation 
facilities, psychiatric or drug rehabilitation facilities, medical laboratories, founda-
tions supporting healthcare, and various structures of managed care organizations. 
The types of liability associated with administrative decision-making can range 
from fraud and false claims, health information privacy violations, claims based in 
contract, human resources liability such as potential employee discrimination or 
unfair employment practices including toxic workplace or wrongful termination, 
antitrust violations, or the Federal Trade Commission, tax, or financial issues such 
as loans and debts, income tax claims, dividend or profit sharing, or asset acquisi-
tion, use, or disbursement.

In general, as long as executives understand and maintain their fiduciary obliga-
tions, the law accords broad discretion decision-making to corporate officers under 
the legal doctrine known as the “business judgment rule.” The business judgment 
rule is a legal principle that immunizes officers, directors, managers, and other 
agents of a corporation or other business entity from liability to the corporation or 
its shareholders in the event that the corporation incurs losses stemming from deci-
sions made by corporate directors or officers in “good faith.” The rule has its origins 
in the case of Otis & Co. v. Pennsylvania R. Co. [15], where the court reasoned that 
“mistakes or errors in the exercise of honest business judgment do not subject the 
officers and directors to liability for Negligence in the discharge of their appointed 
duties.” However, courts have also ruled that the fiduciary duty of executives to their 
shareholders requires more than simply the avoidance of bad faith and rather 
includes affirmative obligations to obtain, consider, and review information relevant 
to the making of sound business decisions [16] and that the business judgment rule 
will apply only when the executives abide by fiduciary principles and remain disin-
terested and independent in their decision-making [17].
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Chapter 11
Overview of the Claims Submission, 
Medical Billing, and Revenue Cycle 
Management Processes

Joette Derricks

 Claim Submission

The process of submitting claims to billing an insurance company, including Medicare 
and Medicaid, is difficult to summarize because so much of it depends on variables. 
These variables include things like the patient’s insurance plan, the insurance payer’s 
guidelines for claim submission, the provider’s contract with the insurance company, 
and the type of practice management (PM) software the practice is using. Tips and 
best practices for managing these variables are provided in this chapter.

There are hundreds of different PM systems in the market today and most of 
them have a companion electronic medical record (EMR) system to capture the 
physician’s documentation of the patient’s visit. An integrated PM and EMR sys-
tems allow the physician to document the visit diagnosis, treatment, and other per-
tinent information in the EMR and automatically transfer the billing diagnosis and 
procedure code information to the PM system. In some cases, there is little interven-
tion by a medical coder or biller to send the claims. With other systems, a medical 
coder or biller enters the specific information required on the claim form into the 
PM system.

Some physician practices may decide to outsource their medical billing to a bill-
ing service. According to a Black Book 2016 Physician Revenue Cycle Management 
Survey, the outsourcing of comprehensive medical business office services is staged 
to grow 30% from practices of less than 25 doctors in the next few years [1]. There 
are pros and cons for outsourcing part or the entire RCM function. Regardless, to 
protect the practice, they must control the outsourcing process, including issuing a 
request for proposal (RFP), performing due diligence, and negotiating terms and 
pricing that benefit the practice. See more on this subject in section “The Medical 
Billing and Revenue Cycle Management Processes.”
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Until the passage of the Health Insurance Portability and Accountability Act 
(HIPAA), most practices sent paper claims or used an electronic system accepted by 
the insurance company. Each payer may have had their own submission protocols. 
With HIPAA, the government adopted national standards for electronic transactions 
to improve the efficiency and effectiveness of the nation’s health care system. A 
transaction is an electronic data interchange (EDI) of information between two par-
ties to carry out financial or administrative activities related to health care. For 
example, a health care provider will send a claim to a health plan to request payment 
for medical services.

These standards apply to all HIPAA-covered entities:

• Health plans
• Health care clearinghouses
• Health care providers who conduct electronic transactions, not just those who 

accept Medicare or Medicaid

Whether the practice sends their electronic claims directly, or use a billing com-
pany, or through a clearinghouse vendor, any provider who accepts payment from 
any health plan or other insurance company must comply with HIPAA if they con-
duct the adopted transactions electronically. These providers must also have written 
agreements in place to ensure business associates follow HIPAA. Examples of busi-
ness associates include clearinghouses and independent medical scribe services.

The HIPAA-adopted standard transactions for the electronic exchange of health 
care data include the following:

• Claims and encounter information
• Payment and remittance advice
• Claims status
• Eligibility
• Enrollment and disenrollment
• Referrals and authorizations
• Coordination of benefits
• Premium payment [2]

Under HIPAA, the government also adopted specific code sets for diagnoses and 
procedures used in all transactions (Table 11.1).

Finally, HIPAA establishes and requires unique identifiers for the following:

Table 11.1 Code sets

Code set classification Required code sets

Diagnoses International Classification of Diseases, 10th edition (ICD-10-CM)
Procedures Health Care Common Procedure Coding System (HCPCS)

Current Procedure Terminology (CPT)
Code on Dental Procedures and Nomenclature (CDT)
National Drug Codes (NDC)

Diagnostic tests
Treatments
Equipment and supplies
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• Health plans – Health Plan Identifier (HPID) is a standard, unique identifier for 
health plans.

• Employers  – Employer Identification Number (EIN) is issued by the Internal 
Revenue Service and is used to identify employers in electronic transactions.

• Providers – National Provider Identifier (NPI) is a unique 10-digit number used 
to identify health care providers.

• Patients – There is no adopted standard to identify patients.

NPIs and EINs must be used on all HIPAA transactions. However, there is cur-
rently an enforcement discretion period for HPID until further notice, which went 
into effect on October 31, 2014 [3].

In addition to the HIPAA electronic transaction standards, code set standards, 
and unique identifier requirements for correct claim submission, other uniform 
claim standards are set by the National Uniform Claim Committee (NUCC). HIPAA 
named the NUCC in the administrative simplification section of the Act to have an 
authoritative voice about national standard content and data definitions for non- 
institutional health care claims in the United States. The NUCC is a voluntary orga-
nization chaired by the American Medical Association (AMA), with the Centers for 
Medicare and Medicaid Services (CMS) as a critical partner [4].

For example, the NUCC provides definitions to distinguish on the claim form 
between the rendering, ordering, and supervising physicians.

• The Referring Provider is the individual who directed the patient for care to the 
provider rendering the services being reported. Examples include, but are not 
limited to, primary care provider referring to a specialist; orthodontist referring 
to an oral and maxillofacial surgeon; physician referring to a physical therapist; 
and provider referring to a home health agency.

• The Ordering Provider is the individual who requested the services or items 
being reported on this service line. Examples include, but are not limited to, 
provider ordering diagnostic tests and medical equipment or supplies.

• The Supervising Provider is the individual who provided oversight of the 
Rendering Provider and the care being reported. An example includes, but is not 
limited to, supervision of a resident physician or an advanced care practitioner 
(ACP) providing services under CMS’ “incident-to” requirements [5].

CMS and many other payers claim submission guidelines require the completion 
of block 17 of the CMS Form 1500. Per the NUCC 1500 Health Insurance Claim 
Form Reference Instruction Manual for Form Version 02/12, item number 17 
requires [6] the following:
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ITEM NUMBER 17

TITLE: Name of  Referring Provider or Other Source

INSTRUCTIONS: Enter the name (First Name, Middle Initial, Last Name) followed by the credentials of
the professional who referred or ordered the service(s) or supply(ies) on the claim.

DESCRIPTION: The name entered is the referring provider, ordering provider, or supervising provider
who referred, ordered, or supervised the service(s) or supply(ies) on the claim. The qualifier indicates
the role of the provider being reported.

FIELD SPECIFICATION: This field allows for the entry of 2 characters to the left of the vertical, dotted
line and 24 characters to the right of the dotted line.

EXAMPLE:

If multiple providers are involved, enter one provider using the following priority order:

Do not use periods or commas. A hyphen can be used for hyphenated names.

Enter the applicable qualifier to identify which provider is being reported.

Enter the qualifier to the left of the vertical, dotted line.

17. NAME OF REFERRING PROVIDER OR OTHER SOURCE

17. NAME OF REFERRING PROVIDER OR OTHER SOURCE
l
l
l

1. Referring Provider
2. Ordering Provider
3. Supervising Provider

Referring Provider
Ordering Provider
Supervising Provider

DN
DK
DQ

DN Jane A Smith MD
 

The NUCC, AMA, and CMS set other standard codes like the place-of-service 
codes (POS). These codes should be used on professional claims to specify the 
entity where service(s) were rendered. CMS advises physicians to check with indi-
vidual payers (e.g., Medicare, Medicaid, and other commercial insurance) for reim-
bursement policies regarding these codes [7]. Since the reimbursement amount by a 
payer may vary depending on where the service is rendered, it is important that 
physicians report the correct POS. The complete list of POS is found at https://
www.cms.gov/Medicare/Coding/place- of- service- codes/Place_of_Service_Code_
Set.html.

In sum, today’s claims submissions by practices are electronic claims transac-
tions using the Accredited Standards Committee Electronic Data Interchange (ASC 
X12N) [8]. The ASC standards explicitly parallel the paper claim form known as the 
CMS Form 1500. See Fig. 11.1 for CMS Form 1500. For instructions regarding 
completion, see, http://nucc.org/images/stories/PDF/1500_claim_form_instruc-
tion_manual_2012_02- v6.pdf. The NUCC, CMS, or individual insurance payers 
may establish specific coverage and reimbursement policies associated with infor-
mation sent on CMS Form 1500. Some PM and EMR systems have modules to help 
the practice track and bill the correct code set information required by a specific 
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payer (see section 11.3. 2. regarding HCPCS/CPT Coding). Software tools or the 
medical billing procedures and workflow help physicians and their staff to manage 
these diverse guidelines. Larger practices and hospital-employed physicians rely on 
dedicated RCM teams to use the PM software and billing procedures to send the 
claim right the first time. If the claim is not properly adjudicated by the payer, they 
employ extensive denial management and appeal processes.

Fig. 11.1 CMS Form 1500
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When everything on the claim form is correct, the practice may expect payment 
between 14 and 30 days from the date of submission.1 When there is a problem with 
the patient’s eligibility, the provider’s credentialing with the insurance company, the 
submission of incomplete claim data, incorrect claim data (e.g., CPT billing code or 
ICD-10-CM diagnosis code) or another problem, payment may take months to com-
plete. Resolving the problems takes direct, clear communication with the insurance 
company. Merely resubmitting the service without understanding and correcting the 
root problem for the delay in payment or a denial of payment is unproductive and 
may result in a loss of revenue. The next section elaborates on the medical billing 
workflow and the entire RCM processes.

 The Medical Billing and Revenue Cycle 
Management Processes

Using whatever proprietary software, all medical providers need to perform the 
same industry-wide standard billing workflow that encompasses the RCM processes 
as shown in Fig. 11.2.

 Patient Scheduling, Registration, and Insurance Verification

Years ago, the billing process began with the patient’s visit. Today, the practice’s 
billing workflow should kick-in several steps prior to when the patient walks in the 
door for their visit. Incorporating these steps help ensure that the claim is sent to the 
right insurance company. These steps are:

 1. Patient scheduling and registration
 2. Insurance verification

When a patient calls to schedules an appointment, a best practice is to verify the 
patient’s demographic information including their insurance status. It is also advis-
able to ask about the reason for the visit. This is important as some insurance cover-
age guidelines have specific time guidelines between when the patient may be seen 
for the same diagnoses or the same treatment protocol. Some payers have frequency 
or utilization guidelines only covering a certain number of treatments in a year. 
Asking pertinent questions in the scheduling and registration process also allows the 

1 Medicare requires clean claims to be paid following a fourteen-day period. A clean claim is one 
that is complete based on claims processing guidelines including patient’s eligibility, provider 
credentialing, correct claim data and meets medical necessity. If the claim is denied due to insuf-
ficient information, it may be released back to the provider prior to the end of the fourteen-day hold 
period. Private payers may process the claim in as few as 5 days.
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scheduler to allocate the right amount of time for the visit based on the practice’s 
standards of care for different types of presenting problems or procedures.

While pre-visit insurance verification of eligibility and coverage is available by 
calling the payer, using the payer’s website, or by sending an electronic transaction, 
some practices still ignore these options and enter whatever information the patient 
presents without any verification. If the practice is using a billing service, they copy 
the patient’s insurance card and send the copy to the billing company along with the 
patient’s demographic information. Depending on the practice’s contract with the 
billing company, when they receive the practice’s information, they may electroni-
cally send an EDI 270 and receive an EDI 271 transaction to verify the patient’s eli-
gibility and coverage status. By using the EDI 270/271 transaction, a practice or a 
billing company bills the right insurance company the first time resulting in fewer 
eligibility denials, thus reducing related costs and protecting revenue by sending the 
claim to the right place the first time. Due to payers’ short, prompt billing guidelines 
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Fig. 11.2 The medical billing workflow and revenue cycle management system
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(e.g., claims must be filed within a specific timeframe as short as 30 days or as long 
as 365 days from the date of service), sending the claim to the wrong insurer can 
result in missing the right payer’s payment window. The 270/271 transactions are 
industry-wide accepted standards that any practice or billing company should rou-
tinely use as claim eligibility denials rank as one of the top denial reasons for 
all payers.

Gary Marlow, Vice President of Finance for Beverly Hospital and Addison 
Gilbert Hospital, spoke in 2015 about their RCM operations as a seven-time 100 
Top Hospital. Marlow said that “[F]rom a revenue cycle perspective, getting the 
most accurate information up front starts with patient scheduling and patient regis-
tration. That provides the groundwork by which claims can be billed and collected 
in the most efficient and effective manner possible. If you can do a clean claim from 
the start, that helps alleviate the patient’s and family’s anxiety. I would attribute all 
of this to helping to improve the patient’s experience” [9].

 Check-In, Co-payments, and Deductible Collection at Time 
of Service

A best practice process is when the patient presents at the time of the visit, the front 
desk checks the patient in, reconfirms the patient’s demographic and insurance 
information, and collects any deductible or co-payment amount. By telling the 
patient during the scheduling process that a deductible or co-payment is due, the 
patient is not surprised when asked for the amount at the time of the service. This 
process is important due to the growth of high-end deductible insurance plans. 
According to a Kaiser Family Foundation report, an increasing proportion of insured 
working enrollees are paying more out-of-pocket for healthcare. For example, in the 
10 years from 2006 to 2016, deductibles increased from $303 on average to over 
$1200 [10].

 Patient Exam and Physician Documentation

The physician documents the visit information in the patient’s EMR summarizing 
the diagnosis, treatment, and any other pertinent information. The EMR can be a 
benefit or a determent to the practice depending on the software they have and the 
workflow procedures. Some EMRs allow for a great deal of customization and the 
development of well-designed templates to aid the physician in documenting the 
service appropriately without excessive clicks or output that is not relevant to the 
patient’s condition or treatment, etc. Others are “out-of-the box” and may not 
work well with the practice’s existing workflow. Physicians who actively take 
part in the EMR decision and implementation process and have access to 
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personalized training are more satisfied with their EMR software than those that 
do not [11].

As previously discussed, the EMR may automatically transfer billing informa-
tion such as the patient’s diagnosis and CPT procedure code directly to the PM 
system. In integrated systems where the documentation, coding, and billing links 
are properly working, the practice may save valuable time and reduced labor costs. 
However, the practice must verify the claims accuracy through the pre- and post-
submission process and perform a periodic audit to ensure that the software is gen-
erating the proper ICD-10-CM and HCPCS/CPT codes. Often practices find that a 
certified coder accuracy is better than the software. Yet, as the software improves, so 
will the accuracy.

 Coding and Charge Entry

The Medicare Claims Processing Manual states that proper coding is necessary on 
Medicare claims because codes are generally used in determining coverage and 
payment amounts. Proper coding includes the actual use of codes to define proce-
dures, units of service, and application of modifiers. The CMS, as well as many 
third-party payers, have adopted the HCPCS/CPT coding system for use by physi-
cians and others to describe services rendered [12].

The relationship between the HCPCS/CPT and ICD-10-CM codes is important 
to meet the insurer’s medical necessity requirements for the procedure or service. 
The HCPCS/CPT code stands for the procedure or service that was provided at the 
patient’s encounter. The ICD-10-CM code supports why the procedure or service is 
medically necessary for the patient. Most EMR/PM systems load these files either 
in their entirety or partially based on the physician’s specialty. Since both sets of 
codes change each year (HCPCS/CPT are effective from January 1 each year and 
ICD-10-CM are effective from October 1 each year), the practice needs to either 
have a support agreement with the software vendor or have an internal information 
technology group to keep the files up-to-date.

 ICD-10-CM Coding

As mentioned in section 11.3.3, the EMR system may push an ICD-10-CM code to 
the PM system. When the practice has this configuration, the physician or a staff 
member is still responsible for finding the right ICD-10-CM code in the EMR sys-
tem. Most EMR systems have a physician “pick list” which keeps a brief list of the 
most often used ICD-10-CM codes. A problem with a pick list is when the primary 
ICD-10-CM file is updated, the physician may have to reset the pick list or risk bill-
ing outdated codes.

Selecting the right ICD-10-CM code is based on understanding the ICD-10- 
CM-CM Official Guidelines for Coding and Reporting [13]. Updated each year, 
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effective with the ICD-10-CM October 1 update, few physicians are aware or under-
stand the guidelines and their impact on their revenue. Physicians should take the 
time to review section IV.  Diagnostic Coding and Reporting Guidelines for 
Outpatient Services are in use by hospitals/providers in coding and reporting 
hospital- based outpatient services and physician office visits [13]. Several key 
guidelines from section IV are as follows:

• IV. D. Codes that describe symptoms and signs: Codes that describe symptoms 
and signs, as opposed to diagnoses, are acceptable for reporting purposes when 
a diagnosis has not been established (confirmed) by the provider. Chap. 18 of 
ICD-10-CM-CM, Symptoms, Signs, and Abnormal Clinical and Laboratory 
Findings Not Elsewhere Classified (codes R00-R99) contain many, but not all 
codes for, symptoms.

• IV.F. Level of Detail in Coding 1. ICD-10-CM-CM codes with 3, 4, 5, 6, or 7 
characters: ICD-10-CM-CM is composed of codes with 3, 4, 5, 6, or 7 charac-
ters. Codes with three characters are included in ICD-10-CM-CM as the heading 
of a category of codes that may be further subdivided by the use of fourth, fifth, 
sixth, or seventh characters to provide greater specificity.

• IV.G. ICD-10-CM-CM code for the diagnosis, condition, problem, or other rea-
son for encounter/visit: List first the ICD-10-CM-CM code for the diagnosis, 
condition, problem, or other reason for encounter/visit shown in the medical 
record to be chiefly responsible for the services provided. List additional codes 
that describe any co-existing conditions. In some cases, the first-listed diagnosis 
may be a symptom when a diagnosis has not been established (confirmed) by the 
physician.

• IV.H. Uncertain diagnosis: Do not code diagnoses documented as “probable,” 
“suspected,” “questionable,” “rule out,” or “working diagnosis” or other similar 
terms indicating uncertainty. Rather, code the condition(s) to the highest degree 
of certainty for that encounter/visit, such as symptoms, signs, abnormal test 
results, or other reason for the visit. Please note: This differs from the coding 
practices used by short-term, acute care, long-term care, and psychiatric hospitals.

• IV. J. Code all documented conditions that co-exist: Code all documented condi-
tions that co-exist at the time of the encounter/visit and require or affect patient 
care, treatment or management. Do not code conditions that were previously 
treated and no longer exist. However, history codes (categories Z80-Z87) may be 
used as secondary codes if the historical condition or family history has an 
impact on current care or influences treatment [13].

The EMR also uses the ICD-10-CM code for the patient’s problem list. According 
to a 2011 AHIMA report on Problem List Guidance in the EMR, a “well-designed 
problem lists provide important information for patient care and support meaningful 
use requirements and health information exchange. There are many approaches to a 
well-designed problem list. The key is to define clear policies and procedures that 
support the organization’s objectives in using the information contained in a prob-
lem list” [14]. Although the AHIMA paper is from 2011, it remains a good reference 
on how to functionally design the electronic record to auto-record problem list data, 
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to maintain the accuracy of the data, and to implement problem list standards within 
the system.

 HCPCS/CPT Coding

HCPCS means HCFA Common Procedure Coding System. HCFA stands for the 
Health Care Finance Administration now known as CMS. Developed in 1983, the 
HCPCS coding system allows providers and medical suppliers to report profes-
sional services, procedures, and supplies to meet the operational needs of the 
Medicare and Medicaid programs. There are two levels of HCPCS codes:

• Level I – CPT-4 (Current Procedural Terminology, 4th Edition © AMA)
• Level II – HCPCS/National codes [15]

The AMA develops and maintains the CPT-4 coding system. First developed in 
1966, it is updated annually by the AMA, effective from January 1 of each year. 
CPT codes are a list of descriptive terms, guidelines, and identifying codes for 
reporting medical services and procedures. The purpose of CPT is to provide a uni-
form language that describes medical, surgical, and diagnostic services. There are 
more than 7000 service codes, plus descriptors, and modifiers, in the Level I or CPT 
section of HCPCS.  CPT code descriptions include coding conventions, modifier 
instructions, coding guidelines, and other logic. There are six major sections 
within CPT-4:

 1. Evaluation and Management (E/M) (99201-99499)
 2. Anesthesiology (00100-01999)
 3. Surgery (10040-69990)
 4. Radiology (70010-79999)
 5. Pathology and Laboratory (80048-89399)
 6. Medicine (90281-99199 and 99500-99999)

Within each section,  there are subsections according to body areas, service, or 
procedure description. Also included in the CPT-4 are various appendixes:

• Appendix A – Modifiers
• Appendix B – Summary of Additions, Deletions, and Revisions
• Appendix C – Clinical Examples
• Appendix D – Summary of CPT Add-On Codes
• Appendix E – Summary of CPT Codes Exempt from Modifier – 51
• Appendix F – Summary of CPT Codes Exempt from Modifier – 63
• Appendix G  – Summary of CPT Codes That Include Moderate (Conscious) 

Sedation
• Appendix H – Alphabetical Clinical Topics Listing
• Appendix I – Genetic Testing Code Modifiers
• Appendix J  – Electrodiagnostic Medicine Listing of Sensory, Motor, and 

Mixed Nerves
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• Appendix K – Product Pending FDA Approval
• Appendix L – Vascular Families
• Appendix M – Remembered CPT Codes-Citations Crosswalk
• Appendix N – Summary of Resequenced CPT Codes
• Appendix O – Multianalyte Assays with Algorithmic Analyses
• Appendix P  – CPT Codes That May be Used for Synchronous Telemedicine 

Services [16]

Level II HCPCS codes are the second level of codes and were developed because 
CPT does not have all the codes needed to report medical services and supplies to 
Medicare, Medicaid, or other third-party payers. These codes always begin with a 
single letter (A through V) followed by 4 numeric digits. Grouped by the type of 
service or supply they are as follows:

• A codes – transportation services including ambulance (A0000-A0999), medical 
and surgical supplies (A4000-A8999), administrative, miscellaneous, and inves-
tigational (A9000-A9999)

• B codes – enteral and parenteral therapy
• C codes – Outpatient Prospective Payment System (OPPS) codes – supply items 

that insurers may pay in addition to normal supply charges; some codes required 
by Medicare

• D codes – dental procedures and supplies
• E codes – durable medical equipment (DME)
• G codes – temporary procedures and professional services; once CPT codes are 

assigned, the G codes are removed
• H codes – rehabilitative services
• J codes – drugs administered other than oral method (J0000-J8999), chemother-

apy drugs (J9000-J9999)
• K codes – temporary codes for DME regional carriers
• L codes – orthotics procedures and devices (L0000-L4999), prosthetic proce-

dures, and devices (L5000-L9999)
• M codes – medical services
• P codes – pathology and laboratory services
• Q codes – temporary procedures, services, and supplies – once CPT codes are 

assigned, the Q codes are removed
• R codes – diagnostic radiology services
• S codes – private payer codes
• V codes – vision services (V0000-V2999), hearing services (V5000-V5999) [15]

Modifiers identify circumstances that alter or enhance the description of a ser-
vice or supply. Some modifiers have an impact on reimbursement by either reducing 
or increasing the allowed amount for the code that it is modifying. There are two 
levels of modifiers – one for each level of HCPCS codes.

 1. Level I CPT modifiers are two numeric digits appended to the five-digit CPT 
code. The AMA also maintains and updates them annually. Some commonly 
used modifiers are as follows:
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• 26 Professional Component: Represents the professional (provider) compo-
nent of a global service or procedure and includes the provider’s work, associ-
ated overhead and professional liability insurance costs [17].

• TC Technical Component: Modifier TC is used when only the technical com-
ponent of a procedure is being billed when certain services combine both the 
professional and technical portions in one procedure code. Use modifier TC 
when the physician performs the test but does not do the interpretation [17].

• 25 Separate, Distinct E/M Service: Identifies a significant, separately identifi-
able evaluation and management (E/M) service. It should be used when the 
E/M service is above and beyond the usual pre- and postoperative work of a 
procedure with a global fee period performed on the same day as the E/M 
service. Different diagnoses are not required for reporting the E/M service on 
the same date as the procedure or other service with a global fee period. 
Modifier 25 is added to the E/M code on the claim. Both the medically neces-
sary E/M service and the procedure must be appropriately and sufficiently 
documented by the physician or qualified NPP in the patient’s medical record 
to support the need for Modifier 25 on the claim for these services, even 
though the documentation is not required to be submitted with the claim [18].

• 59 Distinct Procedural Service: Under certain circumstances, it may be neces-
sary to indicate that a procedure or service was distinct or independent from 
other non-E/M services performed on the same day. Modifier 59 is used to 
identify procedures/services, other than E/M services, that are not normally 
reported together, but are appropriate under the circumstances. Documentation 
must support a different session, different procedure or surgery, different site 
or organ system, separate incision/excision, separate lesion, or separate injury 
(or area of injury in extensive injuries) not ordinarily encountered or per-
formed on the same day by the same individual. However, when another 
already established modifier is appropriate, it should be used rather than mod-
ifier 59. Only if no more descriptive modifier is available, and the use of 
modifier 59 best explains the circumstances, should modifier 59 be used. 
Note: Modifier 59 should not be appended to an E/M service. To report a 
separate and distinct E/M service with a non-E/M service performed on the 
same date, see modifier 25 [19].

All four of these modifiers have a high level of incorrect use. The Health and 
Human Services (HHS) Office of Inspector General (OIG) has released several 
reports on the abuse of these modifiers. They include the following:

• OIG Evaluation & Inspection Report: Use of Modifier 25 
(OEI-07-03-00470; 11/05)

• Use of Modifier 59 to Bypass Medicare’s National Correct Coding Initiative 
Edits (OEI-03-02-00771; 11/05) [20]

Physicians and their billing staff should review the CPT and payers’ guidelines 
on how to properly report all modifiers.
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 2. Level II HCPCS modifiers are two alphabetic digits (AA-VP) appended to the 
alpha/numeric HCPCS code. CMS and many payers recognize them. CMS 
maintains and updates the level II modifiers annually [15].

Physicians should familiarize themselves with the HCPCS and CPT codes and 
modifiers that they often use. According to the Instructions for Use of the CPT 
Codebook, physicians are instructed

To select the name of the procedure or service that accurately identifies the service per-
formed. Do not select a CPT code that merely approximates the service provided. If no such 
specific code exists, then report the service using the appropriate unlisted procedure or 
service code [21].

Unfortunately, selecting the right HCPCS code is not as easy as implied in the 
CPT Codebook instructions. This is due to payers, including CMS Medicare and 
Medicaid, having their own coding requirements. For example, designed as tempo-
rary codes, HCPCS G or Q codes are to only be used until a CPT is approved. 
However, many G and Q codes have been in place for years and sometimes have 
corresponding CPT codes. The G or Q code remain due to CMS’s payment rules 
rather than correct coding rules. HCPCS S codes are also problematic. Private pay-
ers may want an S codes even when there is a CPT code available. Regrettably, 
sending a CPT code when Medicare wants a G code or vice versa may result in a 
rejection, thus requiring the procedure or service to be rebilled. When a payer sus-
pects deliberate abuse of the coding system, they may levy potential fines, pay-
backs, or charges of fraudulent billing. In short, wrong codes impact 
reimbursement.

 Capturing All Services and Physician Fees

Charge capture means billing for all services and procedures provided to a patient. 
Even in the age of automation, physicians still record some charge information on 
post-it notes, cafeteria napkins, hospital day lists, etc. Physicians sacrifice revenue 
every time they forget about one of these charges. Some EMR and PM software 
work with the physician’s smartphone or a small tablet making it easier to capture 
all charges. Nevertheless, what the physician bills may under-represent the actual 
procedures or services given.

Automated checks and balances between the daily schedule and billed services 
help to find missing charges. The PM software should have reporting functionalities 
that will identify unbilled charges. The reports can help with determining if an 
encounter has been created but not billed, or an appointment is created but not kept 
(which could be an appointment not kept or an appointment that was kept but not 
registered properly).

Many times, the practice’s schedule only reflects procedures or services per-
formed in the office. Out-of-office services such as inpatient consults or nursing 
home visits may not be in the schedule. Unfortunately, without a means to reconcile 
out-of-the office procedures or services, the practice may be overlooking them. 
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Even when an EMR pushes billing information to the PM system, it is not failproof. 
The EMR can only push services that the physician documents. A charge capture 
audit will show services that are falling through scheduling, documentation tem-
plate, or other workflow gaps. The audit can be as detailed or simple as desired. A 
charge capture audit may be for a whole week’s worth of schedules or random days. 
The most important thing is to do them periodically.

Physicians may set their charges at whatever amount they wish. Most physicians 
keep one charge schedule to bill services to all payers and patients. If the patient 
does not have health insurance, that charge amount is billable to the patient. A 2014 
working paper by Clemens and Gottlieb at the National Bureau of Economic 
Research found that private physician payment charges follow the Medicare fee 
schedule allowances at an average of 130 percent [22]. Some physicians may set 
their charges at 200 or 300 percent of the Medicare allowed amount.

Each payer has their own payment fee schedule, often called the allowed amount, 
which may change annually or at a different time. The practice’s contract with the 
payer needs to outline the reimbursement provisions, including how the fees are set, 
their term, and update process. Many private payers use the Medicare physician fee 
schedule as a reference point for the establishment of their network physician pay-
ment schedule using relative value units (RVUs) and a conversion factor. Some 
payers’ physician contracts will apply a specific multiplier to the Medicare physi-
cian fee schedule to determine their fees or allowed amounts. See section 11.3.5 for 
more on payer contracts.

A best practice is to store the physician’s practice charges and the payer’s fee 
schedules allowances for the client’s top payers. Most store the allowed amounts in 
the PM system based on the Pareto principle, that is, entering enough payer allow-
ances to cover at least 80 percent of all services. This allows the practice or billing 
company to detect underpayments. According to MGMA studies, insurers underpay 
practices in the United States by an average of 7–11 percent [23]. Unless the 
expected allowed amount is in the PM system, the practice or the billing company 
cannot routinely find the underpayments. If the practice or billing company does not 
verify the expected insurance payment to the actual payment, they are forfeiting the 
practice’s revenue.

 Managed Care and Insurance Contract Rules

It is not unusual for a practice to have many payer contracts. Often the practice 
agrees to participate without performing adequate due diligence on the contract 
terms and fees. Sometimes the contracts are outdated. Years ago, plan representa-
tives were plentiful and available to remind practices that renewal dates were 
approaching. Now, most contracts are “evergreen,” meaning they will automatically 
renew unless the practice or the health plan takes other action. As a result, a practice 
may find out sometime later that they had missed the window to negotiate terms or 
payment schedules. This lack of control over the contract process results in 
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potentially unacceptable terms and a practice receiving lower than reasonable reim-
bursement rates.

The PM system should be able to house the allowed amounts for the practice’s 
major procedures or services by the major payers. In addition to the allowed 
amounts, the practice’s PM system may have an integrated payer contract module to 
help management to readily find unique contract coverage, eligibility, coding, reim-
bursement, and appeals processes. If the module is not part of the PM system, the 
practice should develop their own database of this critical information. They may 
use a simple excel spreadsheet or a contract management software tool that houses 
all critical data, including the renewal date on each payer’s contract, to ensure that a 
contract does not fall through the gap. Scanning the complete contract into a secure 
database also helps when the physician or administrator wants to verify key contract 
language.

A few key questions to ask to evaluate contracts are:

• How old is the original contract?
• Is the contract held together via amendments?
• When was the last time rates changed?
• Is it based on Medicare and is that an old fixed year? (e.g., 2017 Medicare rates)
• Have providers materially changed?
• Have services or volumes materially changed?
• Is the structure of the contract outdated?

It is important that a practice be aware of what they are signing and how it may 
affect their practice now and in successive years. Often, in contract negotiations, the 
practice’s focus is on the reimbursement rates; however, the other contract terms 
may be more important overall. If the practice does not feel confident to handle the 
negotiation process, they may want to seek legal counsel or other professional advice.

 Claim Review and Clearinghouse Edits

All PM system and billing company’s software should have routine claim entry 
edits. At claims entry, these consistency and validation alert edits identify basic 
problems. For example, entering a date of service prior to the current date would 
generate an alert. Entering an invalid HCPCS/CPT or entering inconsistent data 
based on the patient’s sex or age likewise triggers an alert. More advanced informa-
tion technology claim scrubbers go beyond basic validation edits to ensure that all 
the required claim data is present and meets national or payer-specific correct cod-
ing edits.

The correct coding imitative edits (CCI) are available electronically to all prac-
tices and billing companies. Applying the CCI edits prior to the claim submission 
allows the claim to be sent correctly rather than being rejected by the payer. By pre- 
screening the claim data and verifying that the claim is complete and meets correct 
coding requirements, the practice or billing company is reducing downstream 
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rejections for missing information, coding, or medical necessity issues. If the prac-
tice or billing company does not apply these readily available and industry-wide 
claim edits prior to claim submission, the practice’s A/R and denial rates will 
increase. A best practice is to build custom edits based on payer’s medical policies 
to verify that the diagnosis/treatment information meets insurer’s coverage guide-
lines for the service. When the service may be questionable, certified coders may 
then check the patient’s medical record to see if supplemental information is avail-
able to allow the claim to be adjudicated.

Most practices employ a clearinghouse to scrub claims prior to sending the 
claims to the payer. The clearinghouse will send on the claims that are “clean” and 
return questionable claims to the practice or billing company. The goal is to submit 
95 percent of clean claims. Most practices average a 75–85 percent clean claim rate 
[24]. A pre-claims scrubbing should include edits for National Coding 
Determinations (NCD) Local Coding Determinations (LCD), CCI, CPT-4/HCPCS, 
and specific payer edits. Some common edits include:

• CPT codes incompatible with age or gender
• Add-on codes requiring primary CPT code
• Deleted CPT and diagnosis codes
• Diagnosis code specificity or medical necessity issues
• Improper unbundling
• Invalid modifiers

When Medicare or another payer receives the physician professional claims 
(1500/837P), they will apply all types of validation, consistency, and payment edits. 
As far as the payer is concerned, if your claim does not make it past the clearing-
house and payer edits to be accepted into the adjudication system, the claim does 
not exist. The practice needs to know their clean claim rate to make improvements 
in their workflow to improve future clean claim rates. The clearinghouse should 
provide two different clean claims rates:

 1. First Pass Acceptance Rate (FPAR)

 

Number of Claims Submitted Number of Claims Rejected

Number

–

  of Claims Submitted  

Front-end rejections are often the most preventable issues impacting your clean 
claims rate. Best practice is for the PM system to alert billers when entering the 
claim data and eliminating most, if not all, of the FPAR errors. If the same type of 
FPAR errors are occurring, the PM system is not working to the best interest of the 
practice. Still, it is better to have the defective claim stopped by the clearinghouse 
so that it may be worked rather than send it to the payer and receive a rejection.

 2. First Pass Resolution Rate (FPRR)
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Number of Claims Resolved Upon First Submission

Number of Cllaims Submitted  

“Resolved” claims are either paid or transferred to patient responsibility by the 
payer. Thus, it is best to do it right in the PM system to avoid a rejection or denial. 
See section 11.3.9 regarding denials.

 Claim Submission

The next step in the medical billing process is to send the claim to the proper insur-
ance company using an ANSI 837 file. For more information, see section “Claims 
Submission.”

 Payment Posting

All payers sent back electronic payment and rejection information in the form of an 
Explanation of Benefits (EOB) or Electronic Remittance Advice (ERA). The prac-
tice or billing company’s PM software allows the EOB/ERA information to auto-
matically post the payments to the patient’s account and to automatically generate 
any secondary insurance or patient billing required due to deductible or co- insurance 
amounts being outstanding.

The ERA files provide itemized information for each claim and/or line to enable 
the physician’s billing team to associate the adjudication decisions with the original 
claims/lines. The ERA gives the reason for each adjustment and the value of each 
adjustment. The adjustment reasons are standard codes. For any line or claim-level 
adjustment, the ERA uses three sets of codes:

 1. Claim Adjustment Group Code (Group Code)
 2. Claim Adjustment Reason Code (CARC)
 3. Remittance Advice Remark Code (RARC)

Group Codes assign financial responsibility for the unpaid part of the claim bal-
ance (e.g., CO (Contractual Obligation) assigns responsibility to the provider and 
PR (Patient Responsibility) assigns responsibility to the patient). A patient state-
ment goes out for Group Code PR (see section 11.3.11 on Patient Statements). 
CARCs provide an overall explanation for the financial adjustment and may offer 
more specific explanation using the RARC denial reason codes, so the biller can 
quickly access what is or is not being denied for what reason.

In short, the practice or billing company must review any rejection codes and 
messages, make corrections, and resubmit the claim. This process may occur sev-
eral times, until the practice gets a payment or a final adjudication decision.
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 Denial Management and Appeals

Denial management is the process of working all rejections. Industry-wide data 
shows that the typical practice will have a denial rate of 5–10 percent.2 A medical 
practice with a 15 percent denial rate stands to lose as much as $250,000 in annual 
revenue, that is, if they are among those who fail to correct and resubmit 65 percent 
of their claim denials, which is the national standard according to the MGMA [25].

The top denial reasons are:

• Eligibility
• Duplicate claims
• Missing information
• Payer-specific coding/billing rules

Industry data supports that 90 percent of all denials are preventable by using 
rule-based billing and available electronic technology [26]. Better PM systems and 
billing companies have a high-tech information platform to quickly find denials and 
denial trends. They use data analytics to find the root causes and set up automatic 
rules to prevent recurring issues with denials. Finally, they prioritize workflow to 
resolve denials promptly, so the claims do not age out of the payer’s prompt pay-
ment or appeal guidelines. The results of a well-designed denial management sys-
tem are reduced AR days, elimination of future denials by preventing the same type 
of error, an acceleration of cash flow, and an increase in net collections.

Detailed denial management reports include:

• Percentage of claims denied due to front-end edits vs. coding oversights
• Percentage of claims denied due to authorization/referral, insurance information, 

or eligibility oversights
• Percentage of claims denied overall, and by payer
• Percentage of no-response claims overall, and by payer
• Denials by category (over time, a larger percentage should be due to payer error 

and/or request for further information, not due to practice mistakes)

Practices need to be able to slice and dice denials by payer, by provider, by ser-
vice or procedure, by expected allowance, by date of service (DOS), by payer pay-
ment timelines, etc., to find trends quickly and to work denials promptly and 
effectively.

Many practices only appeal a denied claim to the first level of appeal. Medicare 
claims and most third-party payers have more appeal levels that are available and 
should be used by the practice. The Medicare appeal process has five levels. Those 
levels are as follows:

2 Quantify denial rates for smooth revenue cycle management, by Jacqueline 
DiChiara, RevCyclelntelligence.com, March 30, 2015. To calculate the practice’s denial rate, add 
the total dollar amount of claims denied by payers within a given period and divide by the total 
dollar amount of claims submitted within the given period.
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• First Level of Appeal: Redetermination by a Medicare Administrative 
Contractor (MAC)

• Second Level of Appeal: Reconsideration by a Qualified Independent 
Contractor (QIC)

• Third Level of Appeal: Decision by the Office of Medicare Hearings and 
Appeals (OMHA)

• Fourth Level of Appeal: Review by the Medicare Appeals Council
• Fifth Level of Appeal: Judicial Review in Federal District Court

For detailed information about each level of appeal, see https://www.cms.gov/
Medicare/Appeals- and- Grievances/OrgMedFFSAppeals/index.html. For other pay-
ers, check their respective website or your payer contract.

 A/R Follow-Up and Collections

Accounts receivable (A/R) follow-up is a process the practice or billing company 
should be continuously checking to determine why a claim is outstanding. A good 
indicator of how well a practice is doing with collecting on accounts is to calculate 
the number of days it takes to collect on the practice’s A/R. Industry data shows that 
the national average for all practices is 45–50 days from the DOS to the payment 
date. The following figures are industry-wide benchmarks for medical billing and 
collections:

• 30 days or less is a high performing practice.
• 40–50 days is average performance.
• 60 days or more means the performance is below average [27].

As a best practice, when office visits generate most of the revenue, the metric 
should be less than 30 days. For surgical groups or other types of practices with a 
larger concentration of hospital-based services, the metric should be between 30 
and 40 days. If a practice’s metric is above 50 days, it is a sign that there are major 
billing and collection issues [28].

Once a claim is greater than 90  days old, its dollar value to collect rapidly 
decreases. Often, claims over 120 days are classified as uncollectable and trans-
ferred to an external collection agency that takes 35 to 50 percent of the recovered 
amount as their fee. Only 5 percent of patients with accounts over 90 days past due 
will ever pay voluntarily [29]. Better practices work diligently to meet industry- 
wide accepted AR standards as claims outstanding over 90 days are worth between 
15 percent and 50 percent of their original worth to the practice [29].

The most unwanted scenario would be when the AR is 120 days old. This means 
that a mistake has been committed either by the billing company or by the insurance 
company. Practices with 10 percent or more of their claims aged over 120 days have 
significant billing problems [28].
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The practice or billing company must run financial reports at least monthly to 
show the status of the practice’s claims. Reviewing a daily dashboard of key perfor-
mance indicators is a better practice. Standard A/R monthly reports slice and dice 
the data in different ways to help find patterns or trends that are the root cause of the 
outstanding A/R.

The Medical Group Management Association (MGMA) is a premier organiza-
tion for physician benchmarking data and statistics. Figure 11.3 shows the follow-
ing comparative benchmarks based on data from the 2017 MGMA DataDive Cost 
and Revenue survey for non-surgical practices:

• Mean percentage of AR in specified classifications (0–30  days, 31–60  days, 
61–90 days, 91–120 days, over 120 days)

• Median days gross fee-for-service (FFS) charges in AR
• Median days adjusted FFS charges in AR [30]

Mean Days in AR

0-30 days in AR
44.65%

91-120 days in AR
7.28%

61-90 days in AR
7.42%

31-60 days in AR
12.66%

120+ days in AR
27.99%

Adjusted Days in AR

Gross Days in AR

0 30 60 90 120 150

0 20 40 60 80 100

87.75

46.24

Fig. 11.3 Key AR Data 
(Source: 2017 MGMA 
DataDive Cost and 
Revenue, based on 2016 
data. Used with permission 
from MGMA, 104 
Inverness Terrace East, 
Englewood, Colorado 
80112. 877.272.6462. 
www.mgma.com. 
Copyright 2017)
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 Patient Statements

Most PM software vendors will provide access to print-houses that have the ability 
to automatically print and mail patient statements to your patients. Keep in mind 
that much like printing claims in your office, the estimated cost of printing a patient 
statement includes the human labor cost of printing each statement, getting those 
statements off the printer, putting them in envelopes, licking the envelopes, and put-
ting stamps on them. Then, there is also the cost of the raw materials such as toner 
cartridges, envelopes, stamps, and paper. According to Nicholas Fabrizio, principal 
with MGMA Health Care Consulting Group, “All told, it costs $11– $12 to send out 
a statement.” According to Fabrizio, “If you don’t collect a $25 copay, you’ve lost 
half your net revenue.” Many PM vendors will pull the statement data for you and 
print/stuff/mail the statement for a fraction of the in-house cost [31]. Practices 
should consider using a reliable statement company as a means of better turnaround 
and cost savings.

 RCM Optimization

Ineffective and inefficient revenue cycle operations can take its toll on the practice 
by increasing:

• Incidents of data entry errors, workflow delays, and billing mistakes
• Manual intervention and processing
• Call and work volumes and reduced productivity
• Reliance on third parties, e.g., collections and temporary staffing

Revenue cycle optimization principles focus on several key areas:

 1. Quality and Key Performance Indicators (KPIs) – the principle that “You cannot 
manage what you do not measure” is a key focus. Practices should have auto-
mated and simple means of sorting, analyzing, and reporting on their data. 
Further, for metrics to be useful, they must be timely, transparent, and actionable. 
By actionable, someone or a team in the practice is performing a deep dive into 
the data to improve future KPIs. Here are four important metrics to monitor:

 (a) Days in Receivable Outstanding (DRO)
DRO indicates the average amount of time required to collect a day’s 

worth of gross charges from the financially responsible parties. To calculate 
DRO, total current receivables (net of credits) are divided by the average 
daily charge amount. The average daily charge amount equals the total gross 
charges for the past year divided by 365 days. Ideally, your DRO should be 
less than 35 days. Anything over 50 days is cause for serious concern.

 (b) Percentage of Receivables 60, 90, 120 Days
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This metric assesses your practice’s ability to collect on a timely basis 
and, perhaps, your ability to collect at all. To calculate the percentage of 
receivables over a certain day, total receivables that are over that bucket due 
(net of credits) are divided by your total receivables (net of credits).

 (c) Net Collection Rate
Net collection rate shows how effective the practice is at collecting all 

allowable reimbursement based on contractual obligations. The rate is com-
puted by dividing payments (net of credits) by charges (net of approved 
contractual adjustments) for a selected time period — say, 6 months — and 
then multiplying by 100.

 (d) Denial Rate
The denial rate is the percentage of claims that are rejected by payers. The 

figure reflects the efficiency and accuracy of your claim submission pro-
cesses and directly affects cash flow. Calculate this rate by dividing the dol-
lar value of denied claims by the total amount of claims submitted for a 
specific period, such as 3 months.

 2. Elimination of DOWNTIME – DOWNTIME is a lean tool acronym to help find 
unproductive tasks within an organization. Downtime stands for:

• Defects (e.g., poor documentation, weak processes, missing data)
• Overproduction (e.g., poor designed processes, long-time to do task)
• Waiting (e.g., unbalanced workloads, unplanned downtime, insufficient 

staffing)
• Not utilizing talent (e.g., poor communication, lack of teamwork or training)
• Transportation (e.g., poor office layout, misaligned process flow)
• Inventory excess (e.g., poor monitoring systems, management, and processes)
• Motion waste (e.g., poor workstation layout, shared computers, and 

equipment)
• Excess processing (e.g., re-entering data and duplicated data, excessive meet-

ings) [32]

A few simple tools can help the practice find recurring rejections and take 
steps to eliminate the most common rejections. Better PM systems have auto-
mated report systems, but a simple spreadsheet can provide valuable insight into 
trends and the most frequent rejections. By identifying reasons for rejections, the 
practice can focus on high priorities to end the most frequent or most costly 
rejections.

 3. Maximize Workflow – Empowering staff to own the processes and workflow. 
Too often worthless tasks have been carried forward under the “that’s the way we 
have always done it” philosophy. By looking at each step in the workflow and 
flowcharting employees movements in a “spaghetti chart,” one can readily see 
the waste by the intersecting lines to accomplish a task. When the flowchart 
looks like a plate of spaghetti, it is time to reengineer the processes.
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 Outsourcing RCM

According to Black Book data, outsourcing RCM is a growing trend. According to 
Black Book surveys, more than half of healthcare organization CFOs (54 percent) 
believe that outsourcing RCM functions would improve efficiency and their organi-
zations’ financial health [33]. Outsourcing the billing or entire RCM function is 
becoming popular due to increased billing complexity, labor market restraints, 
sophisticated technology needs, and privacy and security compliance issues. While 
outsourcing can solve many issues, it raises new ones.

How do you know if the vendor is HIPAA compliant? Is there performance on 
par with the contractual provisions? Do they provide the level of expertise prom-
ised? The only way to know is to evaluate what the practice’s needs are to outsource 
either certain functions (e.g., coding and denials) or the entire RCM process. Once 
the practice knows what they needs are, they should develop an RFP with a pre- 
agreed to evaluation system for determining the best vendor. The RFP needs to 
outline the staffing requirements credentials and experience for the job duties, 
address vendor staffing turnover, security, and, if the arrangement does not work 
out, the termination provisions. Price, while a consideration, should never be the 
sole determining factor. Some outsourcing vendors oversell their expertise and sta-
bility. The practice must go beyond what the vendor’s sales representative said and 
find out what is in place. An on-site visit, including having the vendor run a “billing 
cycle test” with practice monitors following the test claims through the vendor’s 
workflow, may be insightful. The key is to know what your requirements are and do 
in-depth due diligence of the vendors. Once a decision is made, make sure you, as 
the client, have an equal say in the contract terms and pricing. Involving your legal 
counsel and other professional advisors protects the practice.

 Tips for Successful Claim Submission and Overall RCM

 1. Submit insurance claims same day.
 2. Reconcile appointments and claims daily, including out-of-office procedures 

and services.
 3. Use real-time insurance eligibility verifications.
 4. Understand payer contract provisions on timely billing, coverage, and 

reimbursement.
 5. Work clearinghouse edits daily.
 6. Rebill rejected electronic claims same day.
 7. Post payments using automatic ERA.
 8. Work AR and denials by slicing and dicing the data.
 9. Submit appeals timely.
 10. Submit patient statements automatically with a statements partner.
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Chapter 12
Regulations and Regulatory Compliance: 
False Claims Act, Kickback and Stark 
Laws, and HIPAA

James E. Szalados

 Introduction

A free market is an economic system that is governed by the principles of supply 
and demand economics and in which there is minimal extrinsic or government con-
trol. Free markets are characterized by private, uncoerced, voluntary transactions 
based on each party’s relative perceived value of the available goods or services. 
Supply and demand create competition, through which suppliers compete for mar-
ket share. However, just as laws define norms of conduct for transactions between 
individuals, some degree of government regulation is arguably essential to set 
parameters and norms of conduct in the public marketplace. Therefore, freed mar-
kets are almost universally constrained by at least some regulation. Arguably, regu-
lation is most important in those markets where there is an imbalance of power 
between the supplier and the consumer. Therefore, through regulations, the govern-
ment ostensibly steps in to protect the interests of the public [1]. Subsequently, 
healthcare is among the most regulated of industries in the USA.

Legislation refers to law created by a legislative body. “Acts” and “statutes” rep-
resent legislation, that is, laws which are created by the federal legislation in 
Congress. Congress is legally empowered to delegate legislative power to adminis-
trative agencies by enacting statutes referred to as “enabling acts.” Administrative 
agencies are created to oversee a specific area of commercial endeavor, such as 
energy, intelligence, food and drugs, or healthcare. Since agencies are specialized, 
they have or will develop specialized expertise and experience in their area. Enabling 
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acts define the scope of an agency’s power, objectives, and the areas or subjects over 
which any particular agency will have jurisdiction.

Regulatory agencies or regulatory boards act through regulations. A “regulation” 
is defined as a “rule or order issued by an executive authority or regulatory agency 
of a government and having the force of law” [2]. “Regulations, also called admin-
istrative laws or rules, are the primary mechanism whereby governments implement 
laws; they are specific standards or instructions concerning what individuals, busi-
nesses, and other organizations can or cannot do” [3]. Once created, agencies are 
also further empowered to interpret and enforce such intent of the enabling act 
which created that particular agency in accordance with the principles of adminis-
trative law and procedures. Thus, administrative agencies have two major functions: 
(1) rulemaking and (2) enforcement (adjudication).

The law relating to regulations is known as administrative law; it is the branch of 
law which relates to the creation, operation, and oversight of administrative agen-
cies and the procedures whereby rules and regulations are created and enforced. The 
Administrative Procedure Act (APA) [4] enacted in 1946 is the US federal statute 
which governs the way in which federal administrative agencies may create and 
enforce their regulations.1 A “rule” is defined to mean “the whole or a part of an 
agency statement of general or particular applicability and future effect designed to 
implement, interpret, or prescribe law or policy or describing the organization, pro-
cedure, or practice requirements of an agency” [5]. Federal statutes also define rule-
making requirements, hearing procedures, adjudicatory standards, and enforcement 
procedures by which agencies must operate [5]. The Federal Register defines the 
process by which agencies may enact rules and regulations [6]. When enacting rules 
and regulations, agencies follow a prescribed stepwise process: (1) agencies survey 
their area of legal responsibility, decide on whether a new or revised rule or regula-
tion is needed to achieve a policy or regulatory outcome, and then consult with 
stakeholders, including interested parties and the public; (2) publish a proposal to 
create a rule in the Federal Register (“notice of proposed rulemaking”); (3) accom-
panied by a defined 30-day period during which there is public notice and an oppor-
tunity for comments, the “notice-and-comment period” now managed electronically 
via “regulations.gov”; (4) publish a draft rule in the Federal Register, accompanied 
by a statement of purpose and a cost-benefit analysis 30 days before it is scheduled 
to take effect; and (5) if there are no objections, the rule then takes effect with the 
force of law. Thus, laws created by agencies are published in the (1) Federal Register, 
where federal rules and regulations are first individually published, and (2) the Code 
of Federal Regulations (CFR), which is a complete codification of those rules and 
regulations.

1 For example, the Massachusetts Administrative Procedure Act (“Act”) is found in Part I, Title III, 
Chapter 30A of the Annotated Laws of Massachusetts; the New  York State Administrative 
Procedures Act (‘SAPA) can be found at NY CLS St Admin P Act § 102 et seq. (2019); and the 
Connecticut Uniform Administrative Procedure Act (UAPA) (Chapter 54, CGS § 4-166 et seq.). 
Moreover, cities may also have Administrative Procedure Acts.
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When controversies arise between private parties and administrative agencies, 
these cases are heard and adjudicated by administrative law; therefore, the judiciary 
provides a mechanism for review of agency decisions. However, courts are gener-
ally deferential to government agencies, since agencies and their staff are presumed 
to have specialized knowledge regarding the often highly technical issues that they 
oversee [7]. First, always, is the question whether the Congress has directly spoken 
to the precise question at issue. If the intent of the Congress is clear, that is the end 
of the matter, for the court, as well as the agency, must give effect to the unambigu-
ously expressed intent of the Congress. If, however, the court determines the 
Congress has not directly addressed the precise question at issue, the court does not 
simply impose its own construction on the statute. Rather, if the statute is silent or 
ambiguous with respect to the specific issue, the question for the court is whether 
the agency’s answer is based on a permissible construction of the statute [8]. 
Through precedent, the US Supreme Court established three different standards for 
judicial review of agency decisions: (1) under Chevron v. NRDC [9], courts deferred 
to agency interpretations of enabling statutes unless they are unreasonable on their 
face; (2) under Auer v. Robbins [10], courts deferred to the agency’s interpretations 
of its own ambiguous regulations; and (3) under Skidmore v. Swift [11], courts did 
not give a binding deference to the agency’s interpretations but gave a varying 
amount of deference in accordance with the agency’s expertise in a specific matter. 
The classic legal test for determining whether to grant deference to a government 
agency’s interpretation of a statute that it administers lies with Chevron, which gave 
rise to the two-part framework for reviewing court’s analysis of agency 
decision-making.

Agencies operate simultaneously at two levels: federal and state. In a fashion 
similar to the creation and empowerment of agencies by the US Congress, state 
legislatures, under the authority of the state governor, may authorize the creation of 
state administrative agencies. States also have parallel administrative procedure 
acts, which govern their rule-making and rule enforcement practices; these acts are 
generally based upon the 1961 Model State Administrative Procedure Act and as 
subsequently amended [12]. In the Tenth Amendment to the US Constitution, pow-
ers not delegated to the federal government are reserved to the states or to the people 
[13]. States may regulate areas of law not addressed by the federal government or 
may regulate in parallel to the federal government with some important exceptions. 
The doctrine of preemption within the Supremacy Clause [14] of the US Constitution 
(Article VI) establishes that state laws are subordinate to, or preempted by, federal 
laws and regulations. Where a state law is in explicit conflict with federal law, the 
federal law generally prevails [15]. Preemption itself is classified as either express 
preemption or implied preemption: express preemption occurs when the Congress 
explicitly directs state law will be preempted; implied preemption occurs where a 
federal statute is either silent or ambiguous; courts may infer a congressional intent 
to preempt under the subcategories of conflict preemption or field preemption. 
Conflict preemption occurs when a state law conflicts with federal law in such a way 
that it is impossible to comply with both or when the state law impedes the purposes 
and objectives of the Congress [16]. Field preemption occurs when the Congress 
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has chosen to dominate the regulation of a substantive field, thereby precluding state 
regulation within that field [17]. Floor preemption occurs where a higher (i.e., fed-
eral) level of government passes a law that establishes a minimum set of require-
ments but yet expressly allows lower (i.e., state) levels of government to enact 
legislation which impose more rigorous requirements. Thus, in a sense, in many 
cases, federal law “provides a floor, not a ceiling” for state regulation [18].

The US DHHS administers healthcare in the USA. DHHS is led by the Secretary 
of Health and Human Services, who is appointed by the President of the USA. The 
principal administrative bodies within DHHS include the Centers for Medicare & 
Medicaid Services (CMS, formerly Health Care Financing Administration [HCFA]), 
the Centers for Disease Control and Prevention (CDC), the National Institutes of 
Health (NIH), the Food and Drug Administration (FDA), the Health Resources and 
Services Administration (HRSA), and the Agency for Healthcare Research and 
Quality (AHRQ).

DHHS also administers the Office of the Inspector General (OIG), an investiga-
tive arm of DHHS established in 1976 that is primarily charged with enforcing 
compliance with Medicare and Medicaid rules and regulations and investigations 
regarding violations of the Federal False Claims Act, the Stark Law, and the Anti- 
Kickback Statute (AKS). Thus, the federal agencies charged with enforcing health-
care compliance mandates include the Department of Justice (DOJ), the Federal 
Bureau of Investigation (FBI), the Department of Health & Human Services Office 
of Inspector General (OIG), and the Centers for Medicare & Medicaid Services 
(CMS). Where claims are submitted through the mail, the US Postal Inspection 
Service may also have jurisdiction under the mail fraud statutes.

To more effectively investigate and prosecute Medicare and Medicaid fraud and 
abuse, including Anti-Kickback violations, the HHS, together with the DOJ, created 
the Health Care Fraud Prevention and Enforcement Action Team (HEAT) in 2009. 
Of note, the “Office of Inspector General”s (OIG) is a generic term and refers to the 
investigative and enforcement arm of any federal or state agency. Thus, at present, 
there are 73 federal Offices of Inspector General [19]. The Health Care Fraud and 
Abuse Control Program now utilizes artificial intelligence-enhanced data analysis 
capabilities including predictive analytics, trend evaluation, and modeling 
approaches to recognize and target patterns of abuse and fraud and calculate ratios 
of individual provider’s charges, number of encounters, and outcomes, in compari-
son to regional and national averages.

The federal fraud and abuse laws that apply to healthcare providers are (1) the 
False Claims Act, (2) the Anti-Kickback Statute, (3) the Physician Self-Referral 
Law (Stark Law), (4) the Civil Monetary Penalties Law, and (5) the exclusion 
authorities.
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 Medicare Fraud and Abuse in General

Medicare “fraud” is broadly defined to include violations of the FFCA (knowingly 
submitting false or fraudulent claims for payment to a federal program), the AKS 
(knowingly soliciting, receiving, offering, or paying remuneration induce or reward 
referrals for goods or services reimbursed by a federal program), and the Stark Law 
(the making of prohibited referrals for certain designated health services). Medicare 
fraud exposes providers and entities to criminal, civil, and administrative liability 
punishable by imprisonment, fines, and penalties. The potential liability to provid-
ers, physicians, medical groups, and healthcare institutions under the FFCA cannot 
be understated.

Whereas fraud as it pertains to healthcare is fairly well-defined, the exact defini-
tion of “abuse” has been more nebulous; however, it can nonetheless expose provid-
ers and entities to equally severe criminal and civil liability. Medicare “abuse” 
generally refers to clinical or administrative practices which may directly or indi-
rectly result in unnecessary costs to the Medicare program. Examples of abuse may 
range from incorrect coding mistakes to inefficiencies such as the ordering of exces-
sive diagnostic testing or performance of unnecessary procedures. Similarly, 
“waste,” which also represents fraud and abuse, is broadly defined to include actions 
which incur unnecessary costs as a result of deficient management, practices, or 
controls.

There are a number of practical implications to providers and practices where 
Medicare fraud and abuse is alleged: (1) although discussions of fraud and abuse 
generally relate to Medicare, the discussion applies equally to all federally funded 
payment programs, as well as state Medicaid programs which receive federal funds; 
(2) private insurers are increasingly monitoring clinical and billing practices and 
may cooperate and share data with government agencies to minimize fraud in both 
the private and government sectors; (3) providers must be aware that prosecutions 
by either federal or state governments, under the respective federal or state statutes 
respectively, are typically neither defended or indemnified by medical liability 
(“medical malpractice”) insurance policies and the costs associated with the defense 
and retribution of such claims can be extremely expensive; (4) under the Exclusion 
Statute, exclusion is essentially equivalent to loss of the ability to practice medicine 
unless one’s practice is limited to an office-based self-pay population; and (5) a 
criminal conviction can effectively translate into a loss of state medical licensure. In 
addition to the civil FCA, there also is a criminal FCA which imposes criminal 
penalties that may include imprisonment and criminal fines [20] (Table 12.1).The 
Civil Monetary Penalties Law (CMPL) states, in relevant part, that [21], “any per-
son (including an organization, agency, or other entity … that—

(1) knowingly presents or causes to be presented to an officer, employee, or agent of the 
United States, or of any department or agency thereof, or of any State agency … a claim 
that the Secretary determines—

(A) is for a medical or other item or service that the person knows or should know was not 
provided as claimed, including any person who engages in a pattern or practice of pre-
senting or causing to be presented a claim for an item or service that is based on a code 
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that the person knows or should know will result in a greater payment to the person than 
the code the person knows or should know is applicable to the item or service actually 
provided,

(B) is for a medical or other item or service and the person knows or should know the claim 
is false or fraudulent,

…
(D) is for a medical or other item or service furnished during a period in which the person 

was excluded from the Federal health care program
(E) is for a pattern of medical or other items or services that a person knows or should know 

are not medically necessary;
…
(3) knowingly gives or causes to be given to any person, with respect to coverage under 

subchapter XVIII of inpatient hospital services subject to the provisions of section 
1395ww of this title, information that he knows or should know is false or misleading, 
and that could reasonably be expected to influence the decision when to discharge such 
person or another individual from the hospital;

…
(5) offers to or transfers remuneration to any individual eligible for benefits…
…
(10) knows of an overpayment … and does not report and return the overpayment in accor-

dance with such section; …
shall be subject, in addition to any other penalties that may be prescribed by law, to a civil 

money penalty…”.

 Therefore, the CMPL authorizes the Secretary of DHHS to impose civil 
money penalties on providers. Providers are individually liable; however, a health-
care institution can be also held liable based on its own negligence and the negli-
gence of its provider employees. Proof of intent to defraud is not required. The 
burden of evidence must be sufficient only to prove liability by a “preponderance of 
the evidence.”.

Under the Exclusion Statute [22], the OIG is statutorily required to exclude pro-
viders who convicted of criminal violation of the FFA, including violations of the 
Anti-Kickback Statute (AKS; see below) from participation in any and all federally 
funded healthcare programs including Medicare, Medicaid, Children’s Health 
Insurance Program (CHIP), TRICARE, and the Veterans Health Administration. 
Providers, practices, clinics, and institutions who employ others are individually 
responsible to ensure that they do not employ or contract with excluded individuals 
or entities; to facilitate compliance with this mandate, the OIG maintains an online 

Table 12.1 Potential liability 
under the FFCA

Civil monetary penalties
Restitution
Exclusion from all federally funded payer 
programs
Criminal penalties under the FFCA (18 U.S.C. 
§ 287)
  Loss of licensure and DEA certification
  Medical staff exclusion (loss of privileges)
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database [23] which must be accessed and verified prior to an offer of employment 
[24]. The exclusion statute applies even if the employed or contracting provider is 
not submitting claims on his or her own but rather is doing so through a non- 
excluded practice or provider.

 Institutional Compliance and Compliance Plans

Compliance refers to the processes whereby individuals or organizations meet legal 
and regulatory standards. Compliance with rules and regulations has become 
increasingly complex so as to have evolved into a legal or quasi-legal administrative 
subspecialty. Every sector of the economy must comply with specific laws and regu-
lations relating to their business practices; banking, aviation, finance, pharmaceuti-
cals, and insurance are examples of sectors other than healthcare which face 
significant regulatory oversight and therefore regulatory compliance requirements. 
Healthcare is one of the most regulated sectors of the US economy. The laws and 
regulations affecting healthcare compliance are not static and are constantly evolv-
ing or changing. New regulations, updated regulations, special fraud alerts, advisory 
bulletins, and advisory opinions constantly modify the legal landscape of compli-
ance and therefore require continuous monitoring and modification of business 
practices in order to remain in compliance with relevant laws and regulations 
(Table 12.2).

In healthcare, compliance is required of all healthcare providers, whether they 
practice as a solo practitioner, member of a group practice, or an affiliate or employee 
of a healthcare institution or system. Liability for breaches can be individual or 
shared, depending upon the specific circumstances. Compliance requirements in 
healthcare arise from federal, state, and local regulations and involve often overlap-
ping jurisdictional requirements. Thus, although federal law applies in all states, 
state healthcare laws and regulations may differ but must nonetheless be understood 
and adhered to. Examples of federal regulations applicable to healthcare involve 
Fraud and Abuse; HIPAA and HiTECH as they pertain, for example, to health infor-
mation privacy and security; the Drug Enforcement Administration (DEA), the 
Food and Drug Administration (FDA); the Equal Employment Opportunity 
Commission (EEOC); the Occupational Health and Safety Administration (OSHA); 
and the Emergency Medical Treatment and Active Labor Act (EMTALA) among 
others. Compliance is not voluntary and is not informal; regulatory compliance is 
achieved through a detailed corporate compliance plan which is administered 
through a corporate compliance office which reports to the governing body of the 
organization. Larger practices and institutions will have a Corporate Compliance 
Office, led by a chief compliance officer or compliance committee, which reports 
directly to the CEO or Board of Directors.

Not only must providers have a compliance plan, but that plan must be demon-
strably effective with the authority to enforce regulatory standards within the 
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practice or institution. An effective compliance plan outlines processes, policies, 
and procedures to monitor the regulatory environment, educate and train staff, and 
subsequently monitor and guide behavior. Ideally, practices and healthcare organi-
zations develop a culture of accountability whereby adherence to standards, laws, 
and regulations becomes ingrained.

In the event of a government investigation at a practice or institution which may 
potentially be in breach of regulatory requirements, one of the first things investiga-
tors will request will be the organizational compliance plan; failure to produce such 
a plan will be an immediate red flag. The Office of Inspector General (OIG) of the 
Department of Health and Human Services (HHS) has published comprehensive 
guidance for healthcare providers and organizations regarding essential elements of 
an effective healthcare compliance program [25].

Compliance with laws relating to “fraud and abuse” requires that all providers 
develop and maintain an effective compliance plan. Federal law requires that all 
healthcare practices develop and implement a compliance plan [26]. Section 6401 
of the Patient Protection and Affordable Care Act (ACA) of 2010 mandated compli-
ance plans by stipulating that individuals and practices and institutions formalize 
compliance programs as a condition of enrollment in federally funded programs 
[27]. In general, an effective compliance program is regarded as the first line of a 
practice’s defense against fraud and abuse. Failure to implement an effective volun-
tary compliance program can result in (1) increased risk of false claims violations, 
(2) increased risk for kickbacks and/or self-referral violations, (3) presumptive 

Table 12.2 Examples of 
healthcare compliance 
risk areas

Failure to implement an effective compliance plan
Coding, billing, and claims submission compliance 
and audits
Documentation requirements for procedures and 
evaluation/management (E/M)
  Consent
  Medical necessity
  Medical direction or medical supervision
  Diagnosis and procedural coding
Medical records of confidentiality, release, and 
retention
Safe medication practices
Patient rights
Conflicts of interest
  Self-referral, professional courtesy, research, 

Sunshine Act, etc.
Employee safety, rights, and obligations
  Family and Medical Leave Act, non-discrimination, 

code of conduct, etc.
Environmental safety
  Hazardous waste disposal, personal protective 

equipment, etc.
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evidence against a practice of “deliberate ignorance,” and (4) increased risk that the 
OIG will mandate a corporate integrity agreement.

The broad purposes of a compliance plan are (1) as an aspirational statement of 
an intent to conduct ethical business practices, (2) to meet the legal obligations 
imposed by federal requirements, (3) to provide a venue for education and training, 
(4) to promote early detection of potential compliance problems, (5) to develop a 
response plan in the event of an audit, and (6) to present on demand to government 
investigators in the event of an audit or investigation.

The OIG has outlined seven fundamental elements of an effective compliance 
program [28]:

 1. The implementation of written policies, procedures, and standards of conduct
 2. The designation of a compliance officer and compliance committee
 3. Conduct of effective training and education
 4. The development of effective lines of communication
 5. Conduct of internal monitoring and auditing
 6. The enforcement of standards through well-publicized disciplinary guidelines
 7. The prompt response to detected offenses with corrective action [29]

In addition to a compliance plan against fraud and abuse, practices must have in 
place an effective HIPAA Compliance Plan. HIPAA required the Secretary of the 
US DHHS to develop regulations protecting the privacy and security of certain 
health information, requirements which resulted in definitions inherent in the 
HIPAA Privacy Rule and the HIPAA Security Rule. The Privacy Rule, or Standards 
for Privacy of Individually Identifiable Health Information, established national 
standards for the protection of health information, whereas the Security Standards 
for the Protection of Electronic Protected Health Information (Security Rule) estab-
lished a national set of security standards for protecting health information that is 
held or transferred in electronic form. The Security Rule operationalized the Privacy 
Rule by defining technical and nontechnical safeguards which “covered entities” 
must put in place. Specifically, covered entities must (1) ensure the confidentiality, 
integrity, and availability of all e-PHI they create, receive, maintain, or transmit; (2) 
identify and protect against reasonably anticipated threats to the security or integrity 
of the information; (3) protect against reasonably anticipated, impermissible uses or 
disclosures; and (4) ensure compliance by their workforce members (Table 12.3).

Table 12.3 OIG guidance 
regarding elements of an 
effective healthcare 
compliance plan [88]

Standards, policies, and procedures
Compliance program administration
Screening and evaluation of employees, physicians, 
vendors, and other agents
Communication, education, and training on compliance 
issues
Monitoring, auditing, and internal reporting systems
Discipline for non-compliance
Investigations and remedial measures
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 Documentation

The medical record is a living document which serves medical, legal, and business 
purposes; it is an ongoing record and is necessary to record and communicate the 
circumstances of patient care to other providers, to substantiate and justify the med-
ical reasoning involved in reaching a diagnosis and determining a plan of care, and 
to support a claim for reimbursement [30]. Documentation in the medical record is 
a professional work product which reflects the care that a provider rendered. 
Accurate clinical documentation is the basis for accurate coding. Claims and 
requests for reimbursement from federal healthcare programs must be supported by 
complete and accurate documentation that reflects the reasonable and necessary 
services ordered and performed by a participating licensed medical professional 
[31]. Clinical documentation must be accurate and timely and reflect the necessity 
for and the particulars of specific services provided to a patient.

Clinical documentation improvement (CDI) programs [32] aim to facilitate the 
accurate representation of a patient’s clinical status, thereby optimizing medical 
documentation to maximize claims of reimbursement and revenue [33]. CMS has 
published guidelines regarding documentation in Evaluation and Management 
(E/M) Services in which it states that payers of healthcare may require that the 
medical records contain reasonable documentation to reflect that services provided 
and claimed are consistent with the patient’s insurance coverage and which validate:

• The site of service.
• The medical necessity and appropriateness of the diagnostic and/or therapeutic 

services provided.
• That the services provided are reported accurately.
• The medical record should be complete and legible.

Furthermore, CMS has published expectations regarding general principles for 
good medical record documentation which would apply to medical records in both 
medical and surgical services provided in all clinical settings. The documentation of 
each patient encounter should include:

• Reason for the encounter and relevant history, physical examination findings, 
and prior diagnostic test results.

• Assessment, clinical impression, or diagnosis.
• Medical plan of care.
• Date and legible identity of the observer.
• If the rationale for ordering diagnostic and other ancillary services is not docu-

mented, it should be easily inferred.
• Past and present diagnoses should be accessible to the treating and/or consulting 

physician.
• Appropriate health risk factors should be identified.
• The patient’s progress, response to and changes in treatment, and revision of 

diagnosis should be documented.
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• The diagnosis and treatment codes reported on the health insurance claim form 
or billing statement should be supported by documentation in the medical record.

• To maintain an acuurate business and medical record; to document services ren-
dered during an encounter (or as soon as practicable after the encounter) [34].

The regulatory oversight of clinical documentation remains contentious and con-
troversial. Opponents of clinical documentation guidelines argue that “E&M guide-
lines were devised, at least initially, with the support of organized medicine as a 
response to the lack of an externally verifiable measure of cognitive services. These 
guidelines largely redefined cognitive services as not what was done but rather what 
was documented. They created a complex system of rules that further specified 
format requirements. This has created an imbalance of values, with coding and 
compliance trumping clarity and conciseness, as well as a harshly negative “gotcha” 
mentality that saps the professionalism out of physicians” [35].

Physician profiling based upon electronic review of electronically searchable 
medical records within the Medicare claims database is emerging as an adjunct 
potential method of cost and fraud control based on utilization and documentation 
practices. The Medicare claims database can potentially be analyzed to develop 
profiles of individual providers based on their practice patterns, quality of care, and 
billing patterns [36]. Electronic data interchange (EDI) refers to the transfer of elec-
tronic data which is then stored in searchable electronic databases. The Physician 
and Other Supplier Public Use File (Physician and Other Supplier PUF) provides 
information on services and procedures provided to Medicare beneficiaries by phy-
sicians and other healthcare professionals. The Physician and Other Supplier PUF 
contains information on utilization, payment, and submitted charges organized by 
the National Provider Identifier (NPI), Healthcare Common Procedure Coding 
System (HCPCS) code, and place of service. This PUF is based on information 
from CMS administrative claims data for Medicare beneficiaries enrolled in the fee- 
for- service program [37]. Moreover, the Medicare-Medicaid Data Integration 
(MMDI) program is another initiative jointly sponsored by the Centers for Medicare 
& Medicaid Services (CMS) Medicare-Medicaid Coordination Office (MMCO) 
and the Center for Medicaid and CHIP Services (CMCS) which further combines 
federal and state-level claims and quality data regarding providers. The volume of 
electronically searchable data regarding any provider is enormous but allows for 
temporal, site of service, and peer-to-peer comparisons which may help identify 
outliers in performance or billing patterns. The 2013 Office of Inspector General 
(“OIG”) Work Plan first listed EHR abuse as an area of focus for OIG investigation 
in potential false claims actions and has since evolved to consider issues such as the 
use of “cut and paste,” “carry forward,” and cloning in consideration of large vol-
umes of pasted information to facilitate an artificial inflation of billing codes, use of 
speech recognition and dictation, the accuracy and quality of the record, and 
patient safety.
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 The Federal False Claims Act

The Federal False Claims Act (FFCA), sometimes referred to as either the “Lincoln 
Law” or informally as the “‘Fraud and Abuse Law,” was enacted by the Congress on 
March 2, 1863, during the Civil War in response to profiteering merchants who 
fraudulently supplied the Union Army. The legal impact of the FFCA was minimal 
until, in 1986, amendments reduced procedural barriers to enforcement, funded the 
enforcement program, and increased financial incentives and protections for whis-
tleblowers. Arguably, since the 1986 FFCA amendments were enacted, the FFCA 
has become the government’s most effective program against fraud and abuse, as 
well as waste, in all spending sectors including energy, defense, housing, and health-
care. In fiscal year 2018, the Justice Department (DOJ) recovered more than $2.8 
billion through the prosecution of False Claims Act Cases; in the ninth consecutive 
year, the Department’s civil healthcare fraud settlements and judgments have 
exceeded $2 billion. The enormous significance to the FFCA to healthcare provid-
ers is in the government’s real-time review of the coding and billing practices of 
both individual providers and institutions and the associated penalties.

From an ethical and moral standpoint, the societal benefit of combating “fraud, 
waste, and abuse” as a means of maintaining access restoring money to the federal 
treasury is important to maintain law and order and quality of services and to ensure 
the common good. Theft or waste of precious resources compromises access to such 
resources and violates principles of distributive justice. However, the equally impor-
tant imperative is the progressive depletion of the Medicare Trust Fund and the 
enactment of initiatives designed to recoup expenditures. From the point of view of 
justice, instances of fraud must be actionable with punishment tailored to the wrong-
doing; however, errors of compliance are often insidious and unintentional. At pres-
ent, there is no bright line test to separate instances of intentional fraud and 
unintentional errors under the False Claims Act. The return on investment (ROI) to 
the federal government from enforcement actions predicated in the FFCA is pres-
ently approximately $7.20 for every dollar expended [38]. Although, the over-
whelming majority of FCA recoveries come from the healthcare industry, from the 
perspective of total dollars recovered, the largest settlements and enforcement 
actions tend to be in the realm of the pharmaceutical and medical device manufac-
turer market. Healthcare fraud accounted for $2.5 billion in fraud recoveries for the 
federal government in 2018, and the sum total of recoveries, since 1986, total more 
than $59 billion.The FFCA [39] is defined, in relevant past, in 31 US Code § 3729 
et seq. as follows:

(a) Liability for Certain Acts.—
(1) In general.—Subject to paragraph (2), any person who—
(A) knowingly presents, or causes to be presented, a false or fraudulent claim for payment 

or approval;
(B) knowingly makes, uses, or causes to be made or used, a false record or statement mate-

rial to a false or fraudulent claim;
(C) conspires to commit a violation of subparagraph (A), (B), (D), (E), (F), or (G);
…
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(G) knowingly makes, uses, or causes to be made or used, a false record or statement mate-
rial to an obligation to pay or transmit money or property to the Government, or know-
ingly conceals or knowingly and improperly avoids or decreases an obligation to pay or 
transmit money or property to the Government,

is liable to the United States Government for a civil penalty of not less than $5,000 and not 
more than $10,000, as adjusted by the Federal Civil Penalties Inflation Adjustment Act 
of 1990 (28 U.S.C. 2461 note; Public Law 104–410 [1]), plus 3 times the amount of 
damages which the Government sustains because of the act of that person.

…
(3) Costs of civil actions.—

A person violating this subsection shall also be liable to the US government for 
the costs of a civil action brought to recover any such penalty or damages.

In general terms, FFCA §§ (1)(A) and (B) establish liability for anyone who 
knowingly submits a false claim to the government or causes another to submit a 
false claim to the government or knowingly makes a false record or statement to get 
a false claim paid by the government. This means that any practitioner who know-
ingly falsifies documentation, coding, or billing, either personally or through a hos-
pital or other contracted claims service, is liable under the FFCA. It is important to 
note that no specific intent to defraud is required to violate the civil FCA. Each and 
every provider is liable for the integrity of all claims for payment submitted under 
his or her National Provider Identification (NPI) number.

The terms “knowing” and “knowingly” are statutorily defined in § (b)(1)(A) to 
“mean that a person … (i) has actual knowledge of the information; (ii) acts in 
deliberate ignorance of the truth or falsity of the information; or, (iii) acts in reckless 
disregard of the truth or falsity of the information; and requires no proof of a spe-
cific intent to defraud.” Thus, there is no intent requirement necessary to establish 
liability.

A submission of a claim for services purporting to be higher than those actually 
provided represents “upcoding,” whereas submission of a claim for services pur-
porting to be lower than those actually performed represents “downcoding”; both 
represent miscoding and are all illegal under the FFCA (Table 12.4).

Table 12.4 Examples of False Claims Act violations [89]

Submission of claims for services not rendered
Submission of claim without documentation of services rendered
Submission of claims for services for patients who never actually existed (“ghost patients”)
Submission of claims for services billed at a higher level than actually performed (“upcoding”)
Submission of claims for individual services when some or all of those services should be 
bundled, or are in a global fee, per Medicare regulations (“unbundling”)
Billing services performed by an improperly supervised or unqualified employee
Billing services performed by an employee excluded from participation in the federal healthcare 
programs
Billing for medically unnecessary services
Anti-kickback statute violations
Stark Law violations
Part of a previously submitted claim
Billing services of such low quality are virtually worthless
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“Unbundling” refers to the practice of charging separately for procedures which 
were otherwise combined into a single charge and is similarly illegal. For example, 
where an E/M code includes a variety of components, procedures, or interpreta-
tions, the billing for each of these components separately constitutes unbundling.

Medical necessity is increasingly important as a potential liability under abuse. 
Government scrutiny of medical necessity has become an increasingly important 
basis for FCA prosecutions. In 2015, Cincinnati-based West Chester Hospital/UC 
Health paid a $4.1 million settlement after the OIG alleged violations of the FCA 
through claims submitted to federal healthcare programs for medically unnecessary 
spine surgeries performed between 2009 and 2013. The US Attorney Carter 
M. Stewart of the Southern District of Ohio noted that “[f]ederal health care pro-
grams cover only those procedures that are medically necessary” [40].

Institutional liability under the FFCA can occur in any one of a multitude of 
ways. Each hospital that participates in Medicare Part A must submit an annual cost 
report to HHS which details, for example, the diagnosis-related groups (DRGs) of 
the procedures performed at the hospital, the costs of pharmaceuticals, devices and 
equipment, charges, revenue, profits, and charge-to-cost ratios. Integral to this 
annual cost report is a mandatory certification by which the hospital certifies its 
compliance with applicable laws and regulations, including the FFCA, which spe-
cifically incudes the statement: “if services identified in this report were provided or 
procured through the payment directly or indirectly of a kickback or were otherwise 
illegal, criminal, civil and administrative action, fines and/or imprisonment may 
result” [41]. Areas of potential risk to hospitals include (1) knowing inflation of 
costs itemized in cost reports; (2) knowing mischaracterization of non-reimbursable 
costs as reimbursable; (3) knowing manipulation of patient admissions or treat-
ments to inflate costs of; (4) providing kickbacks to physicians or providers in order 
to influence referral patterns; (5) false certification of services characterized as med-
ically necessary were actually performed and were performed in accordance with 
all applicable rules and regulations, when they were not; (6) red-lining or discrimi-
nation practices which discourage treatment of patients deemed to be higher risk for 
length of stay and cost; (7) Medicare Part D Fraud; and (8) Research Grant Fraud.

Section (1)(G), referred to as the “reverse false claims section,” establishes liabil-
ity for failure to avoid payments or repayments. The reverse false claims section 
applies to situations where a practice received overpayments and failed to return 
them. The FFCA obligates providers to report and return any overpayment within 
60 days after “the date on which the overpayment is identified.” Legally, there is an 
overpayment “if the person fails to exercise reasonable diligence and the person in 
fact received an overpayment.”

In the case of United States v. Continuum Health Partners, Inc., et al. [42], a 
health system (Continuum Health Partners, Inc., comprised of Beth Israel Medical 
Center and St. Luke’s-Roosevelt Hospital in New York) received notice of approxi-
mately 900 potential overpayments and hired a consultant to investigate; the system 
subsequently fired the consultant who then became a whistleblower. The system 
settled the case for $2.95 million, which included the overpayment of approximately 
$850,000 and $2.1 million in civil penalties. Compliance plans should include 
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policies and procedures regarding the collection and review of potential overpay-
ments and the subsequent processes for their resolution.

The CMP has recently been adjusted upward in accordance with inflation. The 
CMPL has been amended to make future upward adjustments in the CMP manda-
tory. If found liable under the FFCA, that party is liable to a civil monetary penalty 
(CMP) of a base penalty, which has continued to be adjusted upward, presently 
$10,781 to $22,927 (for year 2019), plus three times the amount of the false claim, 
for each false claim.

Thus, assume arguendo the following scenario: a provider submits ten claims to 
Medicare, each upcoded to a higher level of service than is justified, each consisting 
of a $100 overbilling the government. The government investigates and alleges 
fraud. The potential liability to the practitioner for the ten claims is calculated as 
follows: 10 claims × $100 = 1000 × treble damages = $3000, plus the base penalty 
resulting in a potential penalty range of $13,781 to $25, 927. In addition, the gov-
ernment will also most likely review all claims from that provider for up to the prior 
6 years and assess additional fines, in accordance with the formula above, apply the 
Exclusion Statute and effectively terminate the provider’s ability to practice, and 
potentially assess criminal charges with jail time. Although this example is probably 
an unrealistically harsh one, it does exemplify the risks inherent to practitioners 
through the FFCA.

In response to a successful prosecution arising from any of the civil false claims 
statutes, the OIG may negotiate a corporate integrity agreement (CIA) as part of the 
settlement. Through the CIA, providers or entities agree to perform specific obliga-
tions, and in exchange, OIG agrees not to seek their exclusion from participation in 
Medicare, Medicaid, or other Federal healthcare programs. A comprehensive CIA 
typically lasts 5 years and is characterized by close governmental oversight of a 
provider or practice [43].

The statute of limitations for either the government or a private party to bring 
action under the FFCA is the later of either (1) 6 years from the date of the FFCA 
violation or (2) 3 years after the government knows or should have known about the 
violation, but in no event greater than 10 years after the FFCA violation. The stan-
dard of proof in civil FFCA cases is the “preponderance of the evidence.”

The FFCA as applied to healthcare became a widely publicized compliance 
imperative in 1993 when the Secretary of DHHS initiated a program, the Physicians 
at Teaching Hospitals (“PATH”) program, to review Medicare Part B billings by 
teaching hospitals with the intent of recovering past overpayments for services ren-
dered. Following a PATH audit of the billings submitted by the University of 
Pennsylvania Health System, a settlement of over $30 million was made to the 
government for Medicare claims submitted between 1989 and 1994. A challenge to 
the PATH program by the American Association of Medical Colleges was dismissed 
in federal court. The key findings in the University of Pennsylvania PATH audit 
were (1) a lack of documentation showing the physical presence of the teaching 
physician during a service performed by a resident and subsequently billed for pay-
ment under Medicare Part B and (2) “upcoding” or billing for a more complex level 
of care than that which was provided. According to the government, services 
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performed by a resident may be billed to Medicare Part B by a teaching physician 
only if that physician was present during the performance of the service [44].

The PATH audit was a result of an investigation by the OIG to determine compli-
ance with “teaching rules” at major US teaching hospitals. Compliance with CMS 
billing and coding requirements in the teaching hospital setting appears to require 
that the attending physician must be physically present and immediately available 
in order to submit a claim for reimbursement to CMS. For Medicare purposes, a 
teaching physician is defined to be a physician (other than another resident) who 
involves residents in the care of his or her patients. Supervision of interns and resi-
dents is reimbursed to hospitals under Medicare Part A through Graduate Medical 
Education (GME) payments. Medicare payments to hospitals and hospital-based 
providers for the costs of approved GME also include residents’ salaries and bene-
fits and other GME program costs which are intended in part to cover teaching 
physicians' salaries related to the time they spend teaching residents. Through GME 
funding, teaching physicians are paid for taking responsibility for the hospital’s 
oversight physicians in training. Medicare also makes payments to teaching hospi-
tals under the prospective payment system for the higher indirect operating costs 
hospitals incur by having GME programs and supports GME programs in teaching 
hospitals through claims submitted for the services of attending physicians who 
involve residents in the care of their patients under Medicare Part B [45]. Thus, a 
service provided by a resident alone cannot be billed to Medicare Part B since that 
represents a “double reimbursement” [46].

CMS generally defines the requirements of a teaching physician to include docu-
mentation that “[i]f a resident participates in a service furnished in a teaching set-
ting, physician fee schedule payment is made only if a teaching physician is present 
during the key portion of any service or procedure for which payment is sought. In 
the case of surgical, high-risk, or other complex procedures, the teaching physician 
must be present during all critical portions of the procedure and immediately avail-
able to furnish services during the entire service or procedure…. In the case of 
evaluation and management services, the teaching physician must be present during 
the portion of the service that determines the level of service billed….[T]he medical 
records must document that the teaching physician was present at the time the ser-
vice is furnished. The presence of the teaching physician during procedures may be 
demonstrated by the notes in the medical records made by a physician, resident, or 
nurse. In the case of evaluation and management procedures, the teaching physician 
must personally document his or her participation in the service in the medical 
records” [47].

Although compliance with CMS teaching rule requirements may be variably 
defined by individual Institutional Compliance Policies, the teaching rule has been 
most conservatively interpreted to require the teaching physician to be fully present, 
gowned and gloved if so required, at the bedside, although other interpretations 
exist. Residents who have been credentials as technically proficient to perform inde-
pendently may, under some hospital rules, perform procedures in the absence of 
supervision; however, in these instances, the teaching requirement is not met, and 
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claims may not be submitted for procedural reimbursement. Note that inadequate 
supervision may represent negligence as well as a false claim action. Also, time 
spent in the teaching of residence cannot be claimed toward CCM time unless the 
physician and resident are together both directly engaged in patient care.

The Deficit Reduction Act of 2005 (“DRA”) Section 6032 et seq requires all 
entities which receive Medicaid payments of $5 million or more annually (“covered 
entities”) to provide written education and policies to all their employees, contrac-
tors, and agents about the Federal False Claims Act [48]. Although the DRA require-
ment is a federal law, it also is a requirement that is extended onto individual states 
by virtue of their respective participation in the Medicaid program. Through the 
DRA, the Congress authorized the creation of a Medicaid Integrity Program with 
specific contractors to monitor fraud and abuse in various state Medicaid programs 
and provides states with a monetary incentive to develop and implement state- 
specific false claims which ideally would mirror the requirements of the FFCA. Thus, 
if there is a state-based false claims action against a provider under Medicaid, the 
state is entitled to receive 10% of the federal government’s share of any recovery. 
Medicaid fraud is jointly prosecuted by state Medicaid Fraud Control Units 
(MFCUs) with federal oversight. Forty-nine states and the District of Columbia 
have based within each state’s Attorney General’s office. Similar to OIG investiga-
tions, MFCU investigations may involve simultaneous criminal charges and civil 
lawsuits, referred to as “parallel proceedings” and simultaneous state and federal 
proceedings.

Many states [49] have successfully enacted state False Claims Acts, enforced by 
the offices of the respective State Attorney General.2 The OIG has articulated four 
guiding principles to be considered in determining whether a state FCA statute will 
qualify for bonus recovery:

The law must establish liability to the state for false or fraudulent claims described in 31 
U.S.C. § 3729 with respect to any expenditure described in section 1903(a) of the Act;

The law must contain provisions that are at least as effective in rewarding and facilitating 
qui tam actions for false or fraudulent claims as those described in 31 U.S.C. §§ 3730-3732;

The law must contain a requirement for filing an action under seal for 60 days with review 
by the state's Attorney General; and

The law must contain a civil penalty that is not less than the amount of the civil penalty 
authorized under 31 U.S.C. § 3729 [51].

The FFCA allows private citizens (“whistleblowers”) who have evidence of 
fraud against federal programs to bring actions premised on the FFCA on behalf of 
the US government; these are known as qui tam actions, and the person bringing the 
action is referred to as a qui tam “relator” [52] Qui tam is the abbreviation for the 
Latin phrase qui tam pro domino rege quam pro se ipso in hac parte sequitur, which 

2 For example, see [50].
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roughly means “he who brings an action for the king as well as for himself.” The qui 
tam complaint must be filed with the court and served on the US Attorney for the 
relevant judicial district as well as on the US Attorney General. If the government or 
another private party has already filed a qui tam lawsuit based on the same evidence, 
that relator’s suit is barred. Once initiated, a qui tam action may not be discontinued 
without government consent. If the government chooses to intervene, it then assumes 
responsibility for prosecution. If the government prosecutes the qui tam action, the 
relator is entitled to receive between 15% and 25% of the amount recovered, whereas 
if the government declines to prosecute, but the realtor continues the lawsuit, his or 
her share of the recovery is increased to 25% to 30% plus legal fees and expenses. 
In fiscal year 2018, more than $2.1 billion of the total $2.8 billion in settlements and 
judgments recouped by the US government stemmed from lawsuits filed by qui tam 
relators.

The potential defendant who is to be named in qui tam FCA suits is not served 
with a complaint until the case is unsealed, which generally occurs after a period of 
preliminary investigation known as “discovery” conducted by the OIG/DOJ, at 
which time the OIG informs the court whether it intends to intervene and pursue the 
case or if it will step aside, leaving the whistleblower with the option to potentially 
litigate privately. The existence of a whistleblower complaint is intended to be a 
secret until a federal judge orders the case unsealed for litigation.

Whistleblower protections protect any person who is discharged, demoted, sus-
pended, harassed, threatened, or otherwise discriminated against because he or she 
brought a qui tam suit against his or her employer and include (1) reinstatement 
with seniority, (2) double back pay, (3) interest on back pay, (4) compensation for 
any costs or special damages such as the costs of litigation and reasonable attor-
neys’ fees, and (5) compensation for discriminatory treatment. Witnesses who pro-
vide testimony or assistance in an FFCA proceeding likewise are legally protected 
from retaliation.

It is important to note that the FFCA has since been strengthened by amendments 
under the Fraud Enforcement and Recovery Act of 2009 [53], the Patient Protection 
and Affordable Care Act of 2010 [54], and the Dodd-Frank Wall Street Reform and 
Consumer Protection Act of 2010 [55], which, individually and together, expanded 
liability under the FFCA and also expanded the rights and protections afforded to 
whistleblowers.

Although, the False Claims Act addresses claims for payment for services ren-
dered to Medicare and Medicaid patients, there is a trend for private insurers to 
also monitor and enforce coding and billing. Furthermore, CMS contracts with 
local and national private insurers to process claims for Medicare and Medicaid 
patients on behalf of CMS; in such instances, non-compliant claims submitted to 
such private insurers are likely to be immediately reported for potential enforce-
ment action [56].
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 Recent Examples of FEFCA Enforcement Actions

In 2014, the Department of Justice announced that Community Health Systems 
(“CHS”) agreed to pay $98.15 million to settle nine whistleblower lawsuits alleging 
that the company violated the False Claims Act. The whistleblowers alleged that 
CHS knowingly billed Medicare, Medicaid, and TRICARE for medically unneces-
sary inpatient admissions at 119 hospitals that should have been billed as outpatient 
or observation services. According to the whistleblowers’ complaints, CHS rou-
tinely admitted Medicare patients from their emergency rooms that did not require 
admission so that it could bill Medicare at the inpatient rates rather than the lower 
outpatient rates. To drive these valuable inpatient admissions, CHS allegedly estab-
lished daily quotas for Medicare and Medicaid admissions through emergency 
rooms without regard to medical necessity or patient safety. CHS supposedly 
enforced those benchmarks by incentivizing and pressuring emergency department 
physicians and administrators to meet them. Physicians and administrators who 
failed to meet CHS’s benchmarks were threatened with termination, and some were 
allegedly fired. Among a number of allegations, management at CHS’s Heartland 
Regional Center in Marion, Illinois, purportedly held daily meetings in the emer-
gency room where personnel were required to explain the release of any Medicare 
or Medicaid patient treated in the ER [57].

In 2016, the US DOJ reached a FCA settlement under the FFCA with an anes-
thesiology provider “Sweet Dreams Nurse Anesthesiology” (“Sweet Dreams”) 
based in Alpharetta, Georgia, for $1.1 million dollars [58]. The suit was brought via 
a qui tam whistleblower action to resolve allegations that Sweet Dreams submitted 
false claims to both Medicare and Georgia’s Medicaid programs. The whistleblower 
who filed suit claimed that Sweet Dreams used “underqualified” professionals to 
perform anesthesia, was “up-charging” the government, and used “kickbacks.” The 
whistleblower alleged that Sweet Dreams provided anesthesiology services to med-
ical facilities including podiatry centers by Certified Registered Nurse Anesthetists 
(“CRNAs”). In Georgia, CRNAs may not provide anesthesia services unless under 
the direction or responsibility of a duly licensed physician; CRNAs may not admin-
ister general anesthesia when under the direction of a podiatrist. In addition, Sweet 
Dreams provided free anesthesia drugs to ambulatory surgery centers (ASCs) in 
exchange for those ASCs granting Sweet Dreams an exclusive contract to provide 
anesthesia services at those ASCs; and an affiliate of Sweet Dreams agreed to fund 
the construction of an ASC in Marietta, Georgia, in exchange for contracts for selec-
tion by that facility of Sweet Dreams as the exclusive anesthesia provider at that 
facility and a number of other podiatry-based ASCs affiliated with the Marietta 
ASC. This investigation was the result of a qui tam action filed by Adam Nauss 
jointly under the whistleblower provisions of the False Claims Act and the False 
Medicaid Claims Act.
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 Recovery Audit Contractors

The Medicare Fee for Service (FFS) Recovery Audit Program was created through 
the Medicare Prescription Drug, Improvement and Modernization Act of 2003 
(MMA) §306 and the Tax Relief and Healthcare Act of 2006, §302, with the mission 
of identifying and recovering improper Medicare payments through the review of 
claims on a post-payment basis (Table 12.5). The Recovery Audit Contractor (RAC) 
program is in demonstration project phase from March 2005 through March 2008 in 
order to determine if RAC auditors could effectively identify improper claims; how-
ever, the Social Security Act has authorized the program expansion nationwide by 
January 1, 2010, and has expanded the scope of RAC jurisdiction to include 
Medicare Parts A, B, C, and D. Under the Patient Protection and Affordable Care 
Act of 2009 (ACA), the RAC program was expanded to include claims submitted to 
Medicaid. The CMS report detailing the effectiveness of the demonstration project 
revealed that 96% of improper payments identified by RACs were overpayments, 
and 4% were underpayments; the majority (85%) of overpayments were to inpatient 
hospital providers, 6% to inpatient rehabilitation facilities, and 4% from outpatient 
hospital providers. The majority of recovered funds resulted from audits of hospitals 
and other Part A entities [59].

RACs utilize proprietary software programs to identify potential payment errors 
in areas such as duplicate payments, fiscal intermediaries’ mistakes, medical neces-
sity, and coding. RACs conduct reviews of claims through systematic and concur-
rent operating processes based upon algorithms within proprietary software 
programs; however, RACs will also conduct reviews of medical records. RAC teams 
include, by legislative mandate, nurses, therapists, certified coders, and a physician 
medical director. RACs will audit any and all providers or suppliers who submit 
claims to Medicare and include providers, hospitals, physician practices, suppliers 
of durable medical equipment (DME), and home health agencies. RACs are reim-
bursed by HHS through a contingency fee structure.

Table 12.5 Designated 
health services under the 
Stark/physician self- 
referral law

Clinical laboratory services
Physical therapy, occupational therapy, and outpatient 
speech-language pathology services
Radiology and imaging services
Radiation therapy services and supplies
DME and supplies
Parenteral and enteral nutrients, equipment, and 
supplies
Prosthetics, orthotics, and prosthetic devices and 
supplies
Home health services
Outpatient prescription drugs
Inpatient and outpatient hospital services
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 Anti-Kickback and Stark

Early Congressional legislative attempts to address Medicare fraud included the 
1972 Medicare Penalties Provision, section 1877(b) of the Social Security 
Amendments [60], which established provisions making it illegal for any individual 
to use Medicare funds in a manner that constituted either a bribe, kickback, or 
rebate. Thus, false claims and fraud and abuse laws not only include the federal and 
state FCA statutes but are closely interrelated with the Anti-Kickback Statute (AKS) 
and the Physician Self-Referral Law (Stark). From the point of view of justice, 
kickbacks in the healthcare industry may lead to unfair economic competition, cor-
ruption of decision-making, and unjust distribution of healthcare resources.

The AKS [61] is a criminal statute which prohibits the “knowing and willful” 
payment of “remuneration” to induce or reward patient referrals or the generation of 
business involving any item or service payable by the federal healthcare programs. 
The AKS, in relevant part [62], states:

(1) Whoever knowingly and willfully solicits or receives any remuneration (including any 
kickback, bribe, or rebate) directly or indirectly, overtly or covertly, in cash or in kind—

(A) in return for referring an individual to a person for the furnishing or arranging for the 
furnishing of any item or service for which payment may be made in whole or in part 
under a Federal health care program, or

(B) in return for purchasing, leasing, ordering, or arranging for or recommending purchas-
ing, leasing, or ordering any good, facility, service, or item for which payment may be 
made in whole or in part under a Federal health care program,

shall be guilty of a felony and upon conviction thereof, shall be fined not more than $25,000 
or imprisoned for not more than five years, or both.

(2) Whoever knowingly and willfully offers or pays any remuneration (including any kick-
back, bribe, or rebate) directly or indirectly, overtly or covertly, in cash or in kind to any 
person to induce such person—

(A) to refer an individual to a person for the furnishing or arranging for the furnishing of 
any item or service for which payment may be made in whole or in part under a Federal 
health care program, or

(B) to purchase, lease, order, or arrange for or recommend purchasing, leasing, or ordering 
any good, facility, service, or item for which payment may be made in whole or in part 
under a Federal health care program,

shall be guilty of a felony and upon conviction thereof, shall be fined not more than $25,000 
or imprisoned for not more than five years, or both.

“Remuneration” refers to anything of value including cash, allowances, benefits, 
gifts, incentives, or excessive compensation for medical directorships or consultan-
cies. Criminal penalties and administrative sanctions for convictions for violation of 
the AKS include monetary fines, jail terms, and exclusion from participation in the 
federal healthcare programs; in addition, under the Civil Monetary Penalties Law 
(CMPL), physicians who pay or accept kickbacks also face penalties of up to 
$100,000 (for year 2018) per kickback plus 3x the dollar amount of the remunera-
tion. The AKS statute and the penalties apply simultaneously to both those who 
offer or pay remuneration as kickbacks and simultaneously to the solicitors or recip-
ients of kickbacks [63]. The Patient Protection and Affordable Care Act of 2010 
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expanded the liability of the False Claims Act to definitively include AKS claims as 
grounds for FFCA violation. Thus, violations of the AKS will generally also consti-
tute violations of the FFCA, so that Anti-Kickback investigations can implicate 
liability under both statutes simultaneously. In fact, at this time, prosecutions under 
the AKS and Stark Law constitute the majority of all cases brought by the govern-
ment under the FFCA.

Thus, by way of example, assume arguendo that a physician is engaged as a 
medical director at say perhaps an ambulatory surgery center, or a pharmaceutical 
manufacturing company, without clear administrative responsibilities but is retained 
primarily because of an ability to exert influence with respect to referrals of patients 
covered by a federal healthcare program either for services or goods, as applicable 
in the scenario above. Practicing physicians may be offered opportunities as consul-
tants or promotional speakers for the drug or device manufacturers. The medical 
director salary is $50,000 per year. The government investigates and prosecutes for 
fraud and abuse. The potential CMP liability is calculated as $100,000 base penalty 
+3 times $50,000 = $250,000, plus potential exclusion and potential criminal pros-
ecution and imprisonment.

Obviously, not all medical director arrangements are in violation of Stark; how-
ever, where the contracts are not supported by documentation of performance 
requirements, or where payments are in excess of fair market value (FMV) for simi-
lar services, there are in fact potential compliance concerns. In order to comply with 
Stark Law requirements, for example, and at a minimum, the agreement must be in 
writing and signed by both parties for a term of at least 1 year; the agreement must 
specify what services will be provided in exchange for compensation; the services 
must be commercially reasonable and cannot involve counseling or promotion of a 
business; compensation must meet requirements both for a demonstration of FMV; 
and compensation must not be based on volume or value of referrals known as “per 
click” remuneration.

A 2006 Office of the Inspector General (OIG) report entitled “An Open Letter to 
Health Care Providers” [64] provided insight regarding the OIG’s position regard-
ing provider/physician compliance with the Anti-Kickback Statute (AKS), the 
Physician Self-Referral Law (Stark Law), and the False Claims Act (FCA), wherein 
the OIG emphasized its plans for increased scrutiny and enforcement actions sur-
rounding questionable medical directorships and other similar arrangements. 
Contracts with consultants and medical directors have become a central compliance 
issue to healthcare providers.

In 2009, the University of Medicine and Dentistry of New Jersey (UMDNJ) set-
tled with the OIG for $8.3 million after the US District Court for New Jersey found 
clinical assistant professorship agreements with several community-based cardiolo-
gists in exchange for compensation as teaching stipends ranging from $50,000 to 
$180,000 per year. The USA argued that the primary purpose for the agreements 
was to induce referrals of patients from the private practice for services to the hos-
pital, and there was little indication that the teaching services were in fact per-
formed. The court thus determined that the arrangement violated Stark Law, because 
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they failed the fair market value and also commercial reasonableness require-
ments [65].

Applicable tests for the appropriateness of physician consulting and directorship 
agreements will include (1) the demonstrable actual need for contracted for outside 
services; (2) the compensation structure in terms of fair market value, commercial 
reasonableness, and appropriateness; and (3) potential or actual referral 
opportunities.

There are complex exceptions to the AKS, known as “safe harbors” which are 
embedded within the statute; these may include (i) referrals made as part of an 
employment or professional services arrangement, (ii) payments made for the lease 
of equipment or of office space, and (iii) certain payments made for the purposes of 
health practitioner recruitment.

The 1985 landmark case of United States v. Greber [66] established that pay-
ments made to physicians to refer patients to use a specific laboratory’s services, 
even if the remuneration was in part compensation for professional services, consti-
tuted a violation of the AKS and therefore deemed illegal. Greber made it clear that 
no payment of any kind, either gratuitous or compensatory in nature, can be used to 
secure a referral.

Routine waiver of copays could implicate the AKS, although individual determi-
nations to waive copays based on an individual patient’s ability to pay or non- 
enforcement of bad debt collections in cases of economic hardship are generally 
deemed allowable.

The Beneficiary Inducement Statute (42 USC § 1320a-7a(a)(5)) imposes CMP 
penalties on providers who offer remuneration to Medicare and Medicaid beneficia-
ries as inducements to utilize their practices or services.

The Physician Self-Referral Law, also known as the Stark Law [67], prohibits 
physicians from referring Medicare or Medicaid beneficiaries for “designated health 
services” to provider entities with which the physician or an immediate family 
member has a financial relationship; such financial relationships may include own-
ership/investment interests and also compensation arrangements. The Stark Law is 
exclusively a civil enforcement statute and does not include provisions for criminal 
liability (Table 12.6).

The Physician Self-Referral Law states in relevant part [68]:

(a) Prohibition of certain referrals
(1) In general
Except as provided in subsection (b) of this section, if a physician (or an immediate family 

member of such physician) has a financial relationship with an entity specified in para-
graph (2), then—

(A) the physician may not make a referral to the entity for the furnishing of designated 
health services for which payment otherwise may be made under this subchapter, and

(B) the entity may not present or cause to be presented a claim under this subchapter or bill 
to any individual, third party payor, or other entity for designated health services fur-
nished pursuant to a referral prohibited under subparagraph (A).

(2) Financial relationship specified
For purposes of this section, a financial relationship of a physician (or an immediate family 

member of such physician) with an entity specified in this paragraph is—
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(A)  except as provided in subsections (c) and (d) of this section, an ownership or investment 
interest in the entity, or

(B) except as provided in subsection (e) of this section, a compensation arrangement (as 
defined in subsection (h) 

(1) of this section) between the physician (or an immediate family member of such physi-
cian) and the entity.

With respect to prohibited self-referrals, the federal government is concerned that 
excessive or medically unnecessary referrals waste federal resources and may also 
expose patients to harm. Physician investors who have financial interests in business 
ventures to which they may refer patients for goods or services may potentially be 
unduly influenced by financial motivations as a basis for such referrals.

Under appropriate circumstances, hospitals and health systems may legitimately 
provide physician recruitment incentives to induce geographic relocation and 
employment, obtain medical staff privileges, or establish a practice designed to 
serve community needs. However, in competitive markets, hospitals may also 

Table 12.6 Comparison of the Anti-Kickback Statute and Stark Law

Anti-Kickback Statute Stark Law

Authority 42 USC § 1320a–7b(b) 42 USC § 1395nn
Prohibitions Remuneration (the offering, paying, 

soliciting, or receiving anything of 
value) in exchange to induce or 
reward referrals to a federal 
healthcare program

A physician from referring Medicare 
patients for designated health services to an 
entity with which he or she, or an 
immediate family member, has a financial 
relationship, unless an exception applies
The submission of claims to Medicare by a 
designated health services entity for 
services stemming from a prohibited 
referral

Applicable 
referrals

Anyone Physician

Applicable 
to

Any goods or services Designated health services

Intent 
requirement

Showing of intent required 
(knowing and willful)

No intent standard (strict liability)
Intent is required to impose CMP

Exceptions Voluntary safe harbors Mandatory exceptions
Applicable
Healthcare
Programs

All federal Medicare/Medicaid

Penalties Criminal
Fines up to $25,000 per violation
Up to a 5-year prison term per 
violation
Civil/administrative
False Claims Act liability
Civil monetary penalties and 
program exclusion
Potential $50,000 CMP per 
violation
Civil assessment of up to three 
times amount of kickback

Civil
Overpayment/refund obligation
False Claims Act liability
Civil monetary penalties and program 
exclusion for knowing violations
Potential $15,000 CMP for each service
Civil assessment of up to three times the 
amount claimed
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develop relationships with community physicians and established practices and 
offer potentially illegal incentives, such as an electronic medical record, to loosely 
affiliate with a hospital and, in return, change referral practices. Such incentives 
may fall with a safe harbor provision; however, such incentives must be structured 
to comply with the very specific parameters of the AKS and Stark Law.

The Physician Self-Referral Law is a strict liability statute, which means proof of 
specific intent to violate the law is not required in order to sustain culpability. 
Penalty violations include fines and exclusion from participation in the federally 
funded healthcare programs.

Thus, by way of example, assume arguendo that a physician has an ownership 
interest in an outpatient radiologic imaging center and refers patients to that center 
for imaging services. Over the course of a year, 100 patients are referred and receive 
their imaging at that center. The government investigates and prosecutes for fraud 
and abuse. The potential CMP liability is calculated as $24,478 (in 2018) for each 
service or $24,478 × 100 = $2,447,800 + repayment of the dollar value of the claims 
submitted, plus potential exclusion.

 Recent Examples of AKS and Stark Enforcement Actions

In 2015, three surgeons, including orthopedic and neurosurgeons, were indicted by 
the OIG for their alleged roles in a $580 million kickback scheme. OIG Investigators 
alleged that surgeons accepted kickbacks and bribes in order to direct or perform 
spine surgeons at Pacific Hospital of Long Beach (California). The conspirators 
allegedly paid a kickback of $15,000 for each lumbar fusion surgery and $10,000 
for each cervical fusion surgery. The conspirators allegedly concealed the kickback 
payments by entering into fraudulent contracts to cover for the doctors, chiroprac-
tors, and others who received illegal payments. In total, five individuals were 
indicted as part of the scheme that allegedly occurred over 8 years. The owner of 
Pacific Hospital pleaded guilty to charges of conspiracy and paying illegal kick-
backs and was sentenced to more than 5 years in prison. The case was jointly inves-
tigated by the FBI, IRS Criminal Investigation, California Department of Insurance, 
the US Postal Service, and OIG [69].

In 2018, William Beaumont Hospital, based in the Detroit Michigan area, settled 
with the DOJ for the sum of $84.5 million to resolve allegations under the False 
Claims Act of improper relationships with eight referring physicians, resulting in 
the submission of false claims to the Medicare, Medicaid, and TRICARE programs. 
The settlement was made to resolve allegations that Beaumont provided compensa-
tion substantially in excess of fair market value and free or below-fair market value 
office space and employees to certain physicians to secure their referrals of patients 
in violation of the Anti-Kickback Statute and the Stark Law and then submitted 
claims for services provided to these illegally referred patients, in violation of the 
False Claims Act. The alleged activity occurred between 2004 and 2012. Their set-
tlement was initiated by a qui tam whistleblower action. In addition, the settlement 
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also served to resolve alleged misrepresentation by Beaumont that a CT radiology 
center qualified as an outpatient department of Beaumont in claims to federal 
healthcare programs. In its report, the DOJ noted that:

[t]he Anti-Kickback Statute prohibits offering, paying, soliciting, or receiving remuneration 
to induce referrals of items or services covered by Medicare, Medicaid, and other federally 
funded programs. The Physician Self-Referral Law, commonly known as the Stark Law, 
prohibits a hospital from billing Medicare for certain services referred by physicians with 
whom the hospital has an improper financial arrangement, including the payment of com-
pensation that exceeds the fair market value of the services actually provided by the physi-
cian and the provision of free or below-market rent and office staff. Both the Anti-Kickback 
Statute and the Stark Law are intended to ensure that physicians’ medical judgments are not 
compromised by improper financial incentives and instead are based on the best interests of 
their patients. [70]

Also in 2018, Detroit-based William Beaumont Hospital paid $84.5 million to 
resolve kickback allegations leveled by four former employees in whistleblower 
lawsuits. Prosecutors alleged that, between 2004 and 2012, Beaumont hospitals in 
Royal Oak, Troy, and Grosse Pointe compensated eight physicians with free or sub-
stantially discounted office space and employees in exchange for patient referrals, 
violating the Anti-Kickback Statute and Stark Law.

 Privacy of Protected Health Information: HIPAA

It is a well-established principle of common medical practice, medical ethics, and 
health law that medical information obtained through the course of evaluation and 
treatment is strictly confidential except as required for the purposes of consulta-
tions, referrals, or quality reviews, or legal actions. Professional respect for each 
individual’s privacy is integral within the principle of autonomy, whereby each indi-
viduals’ right to bodily and psychological integrity is paramount. With the absence 
of the element of trust, trust in the belief that one’s rights will be respected, there can 
be no effective patient-provider relationship. The duty of physicians regarding con-
fidentiality of medical information dates at least to the Hippocratic Oath which 
reads “[w]hat I may see or hear in the course of the treatment or even outside of the 
treatment in regard to the life of men, which on no account one must spread abroad, 
I will keep to myself, holding such things shameful to be spoken about.” Numerous 
other medical codes, oaths, and treatises reaffirm the obligation of confidentiality. 
The AMA Code of Ethics states that “information disclosed to physician during the 
course of the relationship between physician and patient is confidential to the great-
est possible degree. … The physician should not reveal confidential communica-
tions or information without the express consent of the patient unless required to do 
so by law” [71]. The Federal Privacy Act of 1974 recognized an impending threat to 
the privacy of medical information as increasingly large amounts of personal medi-
cal data were being stored in computerized databanks; however, the Act was limited 
in both scope and effect. Thus, in the absence of effective federal legislation 
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regulating the privacy of health information, the regulation of health information 
privacy fell under the legislative and regulatory purview of the individual states 
through the state regulation of the practice of medicine and civil laws regulation 
privacy [72].

A medical record contains an enormous amount of potentially sensitive personal 
information including family history; lifestyle and social history; past and present 
medical, surgical, and psychiatric diagnoses and treatments; laboratory, imaging, 
and pathology results; medication histories; payment or insurance data; and more-
over subjective impressions of the healthcare team. The medical record is legally the 
work product of the therapeutic encounter. Unlike sensitive data from other sources, 
such as credit or financial records, the health history cannot be cancelled, expunged, 
or rewritten—health history is unique, essential, and therefore of potentially great 
intelligence value to anyone with unauthorized access.

Therefore, in response to rapid evolution of digital technology applications in 
medicine, such as EDI and the EMR, the Congress enacted the Health Insurance 
Portability and Accountability Act (HIPPA) [73] in 1996. The broad stated goals of 
HIPAA were to (1) increase the efficiency of electronic healthcare transactions, (2) 
ensure the continuity of employee’s health insurance coverage after leaving an 
employer in the process of changing jobs (portability), and (3) mandate widespread 
uniform adoption of privacy protection measures for ensuring the security of indi-
vidually identifiable health information. Accordingly, the rules and mandates within 
the structure of HIPAA were divided into three interrelated parts: (1) Administrative 
Simplification provisions which mandated standard data sets and electronic transac-
tion forms for electronic data interchange (EDI), (2) the Privacy Rule which man-
dated security standards and policies for the management of personally identifiable 
health information (PHI), and (3) the Security Rule which governed the secure stor-
age of digital health information and also the exchange of confidential medical 
information between business partners.

Through the Administrative Simplification provisions, HHS implemented six 
standards governing electronic exchange of health information: (1) standards for 
transactions and the data elements comprising such transactions; (2) unique health 
identifiers for each individual, employer, health plan, and healthcare provider; (3) 
code sets for the data elements for the transactions; (4) standards for security; (5) 
standards for electronic signatures; and (6) standards to facilitate the transfer of data 
elements.

The Privacy Rule regulated the process by which “covered entities” acquire, 
store, and disclose individually identifiable health information or protected health 
information (PHI) regardless of the form of the data. HIPAA protects PHI in both 
electronic (electronic protected health information (EPHI)) as well as non- electronic 
form. HIPAA defined the term “health information” to mean “any information, 
whether oral or recorded in any form or medium, that - (a) is created or received by 
a health care provider, health plan, public health authority, employer, life insurer, 
school or university, or health care clearinghouse; and (b) relates to the past, pres-
ent, or future physical or mental health or condition of an individual, the provision 
of health care to an individual, or the past, present, or future payment for the 
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provision of health care to individual.” HIPAA privacy regulations strictly protect 
only that health information which is individually identifiable. The general rule 
states that “covered entities” “may not disclose PHI except as explicitly authorized 
by the individual patient or their legal representative. Safeguards to maintain pri-
vacy are divided into (1) administrative; (2) physical; and (3) technical safeguards. 
“Administrative safeguards” are defined as “administrative actions, and policies and 
procedures by which the selection, development, implementation, and maintenance 
of security measures is managed to protect EHPI” [74]. A final Privacy Rule pub-
lished by HHS in 2000 is subsequently modified in August 2002.

HIPAA requires disclosures of PHI under two circumstances: (a) to individu-
als (or their personal representatives) specifically when they request access to, or 
an accounting of disclosures of, their protected health information and (b) to 
HHS when it is undertaking a compliance investigation or review or enforce-
ment action.

In addition to required disclosures of PHI, HIPAA allows for permitted disclo-
sures under specific circumstances, such as (1) treatment, payment, and healthcare 
operations; (2) as required by law (including by statute, regulation, or court orders) 
[75], public health activities such as to public health authorities authorized by law 
to collect or receive information for preventing or controlling disease, injury, or dis-
ability and to public health or other government authorities authorized to receive 
reports of child abuse and neglect, individuals who may have contracted or been 
exposed to a communicable disease when notification is authorized by law, and 
employers, regarding employees as needed by the employer to comply with the 
Occupational Safety and Health Administration (OHSA); (3) government authori-
ties regarding victims of abuse, neglect, or domestic violence; (4) in response to 
court order, subpoena, or other lawful process; (5) law enforcement officials for law 
enforcement purposes under the following six specific circumstances subject to 
specified conditions [76]; and (6) cadaveric organ, eye, or tissue donation, for 
example.

Administrative safeguards under HIPAA consist of four mandatory specifica-
tions: risk analysis, risk management, sanction policy, and information system 
activity review. Risk analysis requires accurate, regular, and thorough assessments 
of potential risks and vulnerabilities to the confidentiality, integrity, and availability 
of electronic protected health information held by the covered entity. Risk manage-
ment required the implementation of security measures sufficient to reduce risks 
and vulnerabilities to a reasonable and appropriate level. Sanction policies publicize 
and enforce sanctions against workforce team members who fail to comply with or 
violate security policies and procedures. Information system activity reviews man-
date a regular review information system activity records such as audit logs, access 
reports, and security incident tracking reports. Measures by which an entity might 
mitigate administrative risks might include (1) dissemination of security updates 
and reminders; (2) developing and implementing procedures and protocols for 
guarding against, detecting, and reporting malicious software; (3) devising a pro-
gram for the monitoring of log-in attempts and a regular report of discrepancies; and 
(4) enacting policies and procedures for the creation, changing, and safeguarding of 
passwords. Finally, under the administrative safeguards, the “covered entity” must 
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protect the integrity of EPHI by establishing a contingency plan to access data in the 
event of a catastrophe. The contingency plan requirements include a (1) data backup 
plan which creates and maintains retrievable copies of EHPI, (2) a disaster recovery 
plan which addresses procedures for the restoration of any lost data, and (3) an 
emergency mode operation plan which enables continuation of critical business pro-
cesses for protection of the security of electronic protected health information while 
operating in emergency mode.

Physical safeguards are intended to protect EPHI from unauthorized disclosure, 
modification, or destruction. Therefore, (1) the facility and its equipment should be 
safe from unauthorized physical access, tampering, and theft; (2) the organization 
should implement procedures to control and validate each person’s access to facility 
and its internal areas based on their individual role or function, including visitors; 
and (3) document repairs and modifications to the physical components of a facility 
are related to security.

Technical safeguards require “covered entities” to implement technical policies 
and procedures for access control and include (1) unique user identification to iden-
tify and track the identity of each system use and (2) procedures for obtaining nec-
essary electronic protected health information during a system emergency.

The HIPAA Breach Notification Rule [77] requires covered entities and their 
business associates to provide notification to potentially exposed individuals, the 
HHS, and, in some cases, the media. Such notifications must be provided without 
unreasonable delay and no later than 60 days following discovery of the data breach 
by the covered entity.

HIPAA rules apply to “covered entities.” “Covered entities” are defined as health 
plans, healthcare clearinghouses, healthcare providers, and their “business associ-
ates” who use and transmit health information in electronic form. The Security Rule 
requires a “chain of trust partner agreement,” now referred to as a “Business 
Associate agreement” between parties exchanging data electronically; this is also an 
element of the Privacy Rule. In business relationships in which third parties create, 
receive, maintain, or transmit EPHI on the covered entity’s behalf, the Security Rule 
requires the “business associate” to (1) implement administrative, physical, and 
technical safeguards that reasonably and appropriately protect the confidentiality, 
integrity, and availability of the covered entity’s EHPI; (2) ensure that its agents, and 
subcontractors, to whom it provides EHPI, agree to implement reasonable and 
appropriate safeguards to protect it; (3) report to the covered entity any security 
incident of which it becomes aware; and (4) ensure that the contract authorizes uni-
lateral termination of the agreement if the business associate has violated a material 
contractual term.

HIPAA permits the disclosures of PHI without authorization in instances where 
the PHI disclosure (1) is required by federal, state, or local laws; (2) is requested by 
authorized public health individuals; (3) is used for healthcare research following a 
waiver obtained from an institutional review or privacy board; (4) is used to report 
abuse, neglect, or domestic violence; (5) is required by law enforcement pursuant to 
a court order, subpoena, or other legal orders relating to a crime; (6) is required by 
judicial or administrative proceedings; (7) is used to facilitate organ procurement or 
cadaveric organ transplantation; (8) is required for authorized health oversight 
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activities; and (9) is work-related health information and must be disclosed to the 
extent necessary to comply with workers’ compensation programs.

The American Recovery and Reinvestment Act of 2009 (ARRA) later estab-
lished a tiered civil penalty structure for HIPAA violations and also defined the 
Health Information Technology for Economic and Clinical Health Act (HITECH). 
The HITECH Act focused primarily on incentivizing the adoption of electronic 
health records (EHRs) but also made the HIPAA Privacy Rule and the HIPAA 
Security Rule critical issues for healthcare providers because breach of HIPAA 
became punishable not only by civil and criminal penalties but also loss of financial 
incentives associated with EHR adoption and use. HITECH also specifically man-
dated that HIPAA-covered entities and their business associates provide notifica-
tions following any breach of unsecured protected health information—a provision 
known as the Breach Notification Rule. HITECH’s timeframe requires providers 
notify those affected by a data breach within 60 days of the event.

The Patient Protection and Affordable Care Act of 2010 (ACA) further broad-
ened liability and increased civil and criminal penalties under HIPAA and 
HITECH.  The civil monetary penalties under HIPAA are based on the level of 
knowledge that violators are presumed to have had at the time of the breach, ranging 
from fines for (1) individuals who did not reasonably know they violated HIPAA 
begin at $100 per violation with an annual maximum of $25,000, ranging to viola-
tions by individuals with “willful neglect” fined at $10,000–$50,000 per violation 
with an annual maximum of $1.5 million. The Department of Justice (DOJ) imposes 
criminal liability for “knowing” breach or disclosure of PHI ranging from a criminal 
fine of up to $50,000 with imprisonment up to 1 year, through fines of $250,000 and 
imprisonment for up to 10 years in cases of malicious breach associated with per-
sonal gain. “Knowingly” for the purposes of criminal liability requires only a gen-
eral knowledge that a breach could constitute an offense. Furthermore, civil and 
criminal penalties can extend to any or all business associates.

The Office for Civil Rights (OCR) has been authorized to investigate and enforce 
HIPAA violations. In addition to federal enforcement of HIPAA by the OCR and the 
DOJ, individual states are free to enact their own state-specific privacy laws under 
the jurisdiction of the State Attorney General, potentially resulting in both a federal 
and a separate state-level prosecution. Physicians must realize that civil prosecu-
tions under HIPAA and HITECH may be associated with exclusion from federally 
funded payment programs, and such exclusions can rapidly escalate to include state 
and private funded insurers. In addition, criminal prosecutions must be reported to 
the Department of Health and consequently result in loss of medical licensure. 
Finally, depending on the physician’s liability insurance policy, it is likely that nei-
ther prosecution is covered under traditional “malpractice insurance” [78]. Since the 
compliance date of the Privacy Rule in April 2003 and through May 31, 2019, OCR 
received over 208,797 HIPAA complaints and resolved 98% of these cases and 
imposed civil money penalties resulting in a total recovery of $102 million. However, 
HHS collected a record $28.7 million from healthcare providers and insurers in 2018.

CMPs imposed by the OCR for HIPAA violations are based on a tiered civil 
penalty structure (Table 12.7).
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 Recent Examples of HIPAA Enforcement Actions

In 2011, Cignet Health of Prince George’s County was fined a $4.3 M Civil Money 
Penalty for HIPAA Privacy Rule Violations after the OCR found that Cignet vio-
lated 41 patients’ rights by denying them access to their medical records [79]. Under 
the Privacy Rule, a covered entity must comply with a patient’s request for a copy 
of their medical records within 30 (and no later than 60) days [80].

CardioNet, a wireless health service provider (remote mobile monitoring), set-
tled a CMP of $2.5 million after an unencrypted laptop containing the ePHI of 1391 
individuals was stolen from an employee’s vehicle. The investigation revealed 
insufficient risk analysis and risk management processes and a lack of a HIPAA 
Compliance Plan or similar policies and procedures [81].

In 2018, Anthem settled a CMP of $16 million in response to a data breach. 
Cyberattackers gained access to the Anthem IT system via an undetected continu-
ous and targeted cyberattack for the apparent purpose of extracting data, otherwise 
known as an advanced persistent threat attack, through spear phishing emails 
wherein hackers stole the names, birth dates, social security numbers, ePHI, home 
addresses, and other personal information of approximately 79 million individuals 
in 2015. The Anthem agreement represents the largest settlement reached by HHS’ 
OCR for a HIPAA breach. OCR’s investigation revealed that Anthem failed to con-
duct an enterprise-wide risk analysis, had insufficient procedures to regularly review 
information system activity, failed to identify and respond to suspected or known 
security incidents, and failed to implement adequate minimum access controls to 
prevent the cyberattackers from accessing sensitive ePHI [82]. Of note, a separate 
class action lawsuit against Anthem for the same breach was resolved by Anthem in 
the courts for $115 million [83].

Table 12.7 Civil monetary penalties for HIPAA violations [90]

Unknowing
Minimum penalty: $100 per violation, with an annual maximum of $25,000 for repeat violations
Maximum penalty: $50,000 per violation, with an annual maximum of $1.5 million
Reasonable cause
Minimum penalty: $1000 per violation, with an annual maximum of $100,000 for repeat 
violations
Maximum penalty: $50,000 per violation, with an annual maximum of $1.5 million
Willful neglect but violation is corrected within the required time period
Minimum penalty: $10,000 per violation, with an annual maximum of $250,000 for repeat 
violations
Maximum penalty: $50,000 per violation, with an annual maximum of $1.5 million
Willful neglect and is not corrected within required time period
Minimum penalty: $50,000 per violation, with an annual maximum of $1.5 million
Maximum penalty: $50,000 per violation, with an annual maximum of $1.5 million
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 Security of Electronic Health Information: The HITECH Act

The Health Information Technology for Economic and Clinical Health Act 
(HITECH) is part of the American Recovery and Reinvestment Act of 2009 (ARRA) 
and was signed into law as economic stimulus bill in anticipation of further expan-
sion of ePHI exchange. ARRA included economic incentives designed to facilitate 
the creation of a national healthcare infrastructure and accelerate the adoption of 
EHR and supporting technology by providers. EMR adoption under HITECH was 
supported by the “Meaningful Use” program (EHR-MU), under the auspices of 
CMS and the Office of the National Coordinator for Health IT (ONC), whereby 
eligible professionals were eligible for financial incentives if they purchased and 
implemented certified EHR technology (certified by an Authorized Testing and 
Certification Body (ATCB)) in compliance with staged criteria for meaningful use. 
Meaningful Use is defined by the use of certified EHR technology in a meaningful 
manner, as defined in the regulations. CMS/ONC published the final rules as it 
related to meaningful use in the context of objectives and measures and standards, 
implementation, and vocabulary, respectively, in 2010 [84]. Through meaningful 
use, HITECH is widely considered to be a powerful opportunity to improve public 
health through population health initiatives.

Substantial incentive payments were available to healthcare professionals from 
2011 through 2015; however, after 2015, a failure demonstrating meaningful use of 
EHRs was penalized by progressive reductions in Medicare and Medicaid reim-
bursement [85]. In general, meaningful use criteria included activity such as disease 
management criteria, implementation of clinical decision support, medication man-
agement support, patient access, and communication between providers to facilitate 
transitions in care and the measurement and reporting quality metrics.

In 2015, CMS released the final rule on Stage 3 Modifications to Meaningful Use 
which specified mandatory requirements necessary to qualify for further Medicare 
and Medicaid electronic health record (EHR) incentive payments and avoid down-
ward payment adjustments under the Medicare EHR Incentive Program [86].

HITECH also increased the scope of privacy and security requirements which 
had been mandated under HIPAA and increased enforcement and created additional 
legal liability for non-compliance with regulatory mandates.

HITECH imposed mandatory penalties for privacy violations constituting “will-
ful neglect.” HITECH revised the Social Security Act by establishing (a) four-tiered 
categories of violations proportionate to levels of culpability, (b) four corresponding 
tiers of monetary penalty levels which significantly increased the minimum penalty 
amount for each violation over HIPAA, and (c) a maximum CMP of $1.5 million for 
all violations of an identical provision of HITECH. Furthermore, HITECH abol-
ished the provision under HIPAA which imposed a bar on penalties if the covered 
entity “did not know and with the exercise of reasonable diligence would not have 
known of the violation” and added a prohibition on penalties for violations cor-
rected within a 30-day time period, as long as that violation was not due to willful 
neglect [87].
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The absence of a Privacy and Security Compliance Plan may now be considered 
de facto evidence of willful neglect. HITECH further formalized the requirement 
for comprehensive business associate agreements and breach notification protocols 
and also increased the monetary amount of CMP imposed for willful neglect. 
HITECH compliance also mandates patient access to their electronically stored PHI 
in a digital format.

Regulations regarding health information management (HIM) and health infor-
mation technology (health IT) continue to evolve. And this is an area of significant 
legislative and regulatory flux. For example, the twenty-first century Cures Act aims 
to improve the flow and exchange of electronic PHI through rules relating to interop-
erability, accessibility, and privacy and security. The Medicare Access and CHIP 
Reauthorization Act of 2015 (MACRA) not only ended CMS reliance on the 
Sustainable Growth Rate formula which formed the basis for annual provider pay-
ment calculations but also introduced Advanced Alternative Payment Models 
(APMs) and Merit-Based Incentive Payment System (MIPS) which provided a 
performance-based payment adjustment for the electronic reporting of EMR mean-
ingful use data.

 Conclusion

The legal complexities inherent in these statutes, together with the evolving enforce-
ment landscape, should immediately signal risk to healthcare organizations and pro-
viders who are strongly advised to proactively consult legal counsel to develop a 
risk assessment and mitigation plan and to immediately consult legal counsel in the 
event of a signaled or imminent government investigation.
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 The Legal Basis of Privacy Protections

Privacy is defined simply as “freedom from unauthorized intrusion” [1] – in general, 
a person’s right to be free from unwanted publicity and scrutiny without their con-
sent. The right to privacy is also defined as the “right of a person to be free from 
intrusion into or publicity concerning matters of a personal nature” [2]. Privacy 
enables individuals to create boundaries and insulate themselves from unwarranted 
interference. The notion of a right to control one’s self is universally understood, 
and generally recognized, because that right is rooted in principles of personal prop-
erty, liberty, autonomy, and personhood. Privacy, then, is widely held to be a funda-
mental human right and is the foundation for the respect for human dignity.

Although the right to privacy is a fundamental human right recognized in the 
United Nations Declaration of Human Rights, by the constitutions of most coun-
tries, and by the majority of world courts, it is not universally conferred. Historically, 
Plato argued that the complete life of the individual was to be determined by the 
state and its aims, and consequently there was no place for individual freedom and 
autonomy. Furthermore, the natural philosophers, including Mill and Locke, did not 
see privacy right as a societal value; rather, they viewed the individual as a member 
of the larger community. The right to one’s privacy is similar to other fundamental 
human rights and can be subjugated to competing interests or authoritarianism and 
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can easily also be either involuntarily or voluntarily surrendered. Indeed, through 
technology, individuals are surrendering privacy rights in an unprecedented manner.

The American legal definition of privacy is rooted in American culture, although 
privacy is not an express individual right in the US Constitution. In fact, the US 
Supreme Court first recognized a right to privacy in the case of Griswold v. 
Connecticut, where, the Court, in its ruling in a case challenging a statute which had 
criminalized contraception, derived, or extrapolated, a right to privacy through pen-
umbras otherwise inferred from explicitly stated constitutional protections. The 
Griswold court held that an implied right to marital privacy could be reasonably 
inferred from individual rights explicit within the First, Third, Fourth, Fifth, and 
Ninth Amendments, so that when the inherent penumbras are taken together, the 
Constitution can reasonably create a “zone of privacy.” [3]

Thus, aspects of The Bill of Rights may reasonably be construed to suggest a 
right to aspects of privacy, for example:

 1. The First Amendment, addressing the privacy of beliefs (“Congress shall make 
no law respecting an establishment of religion…”)

 2. The Third Amendment, addressing a right to privacy within the home (“No 
Soldier shall, in time of peace be quartered in any house, without the consent of 
the Owner…”)

 3. The Fourth Amendment, addressing a right to privacy of person and possessions 
(“The right of the people to be secure in their persons, houses, papers, and 
effects, against unreasonable searches and seizures, shall not be violated…”)

 4. The Ninth Amendment, addressing a general right to privacy (“The enumeration 
in the Constitution, of certain rights, shall not be construed to deny or disparage 
others retained by the people.”)

 5. The reiteration of the importance of personal liberty within the 14th Amendment 
(“No State shall... deprive any person of life, liberty, or property, without due 
process of law.”)

Although many will find it remarkable that there is no clearly articulated right to 
personal privacy within the Constitution, the Constitution does articulate, perhaps 
more so than any other founding document in the history of civilization, deep 
respect for property, liberty, autonomy, and personhood. Nonetheless, despite past 
judicial rulings, the right to privacy in the United States remains open to debate and 
to future court interpretation.

Perhaps the strongest formal articulation regarding the importance of privacy is 
found not within the constitution but rather in early American jurisprudence. Justice 
Brandeis stated, somewhat presciently, within a ruling dissent in 1928 that:

Moreover, ‘in the application of a Constitution, our contemplation cannot be only of what 
has been, but of what may be.’ The progress of science in furnishing the government with 
means of espionage is not likely to stop with wire tapping. Ways may some day be devel-
oped by which the government, without removing papers from secret drawers, can repro-
duce them in court, and by which it will be enabled to expose to a jury the most intimate 
occurrences of the home…
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The principles laid down in this opinion affect the very essence of constitutional liberty 
and security. They reach farther than the concrete form of the case there before the court, 
with its adventitious circumstances; they apply to all invasions on the part of the govern-
ment and its employees of the sanctities of a man’s home and the privacies of life. It is not 
the breaking of his doors, and the rummaging of his drawers, that constitutes the essence of 
the offense; but it is the invasion of his indefeasible right of personal security, personal 
liberty and private property…

The protection guaranteed by the amendments is much broader in scope. The makers of 
our Constitution undertook to secure conditions favorable to the pursuit of happiness. They 
recognized the significance of man's spiritual nature, of his feelings and of his intellect. 
They knew that only a part of the pain, pleasure and satisfactions of life are to be found in 
material things. They sought to protect Americans in their beliefs, their thoughts, their emo-
tions and their sensations. They conferred, as against the government, the right to be let 
alone-the most comprehensive of rights and the right most valued by civilized men. To 
protect, that right, every unjustifiable intrusion by the government upon the privacy of the 
individual, whatever the means employed, must be deemed a violation of the Fourth 
Amendment. Justice Brandeis’s dissent in Olmstead v. U. S. [4] (1928)

Although Brandeis, in Olmstead, referred specifically to a right to privacy from 
governmental intrusion, he continued to explore the importance of personal privacy 
within society as a whole, within the context of “political, social and economic 
changes” [5]. Following the publication of “The Right to Privacy,” Warren and 
Brandeis were largely credited with establishing the invasion of privacy tort into 
American jurisprudence.

Contemporary state tort laws widely recognize a cause of action for “invasion of 
privacy” in settings and situations where a “reasonable expectation of privacy” 
would apply. Invasion of privacy constitutes an intentional tort, thus requiring proof 
of an intent to intrude upon the affairs of another, where there would otherwise be a 
reasonable expectation to be left alone. Prosser classifies invasion of privacy [6] 
claims into four general types:

(1) Intrusion of Solitude: “consists solely of an intentional interference with his interest in 
solitude or seclusion, either as to his person or as to his private affairs or concerns, of a 
kind that would be highly offensive to a reasonable man” [7].

(2) Appropriation of Name or Likeness: “the interest of the individual in the exclusive use 
of his own identity, in so far as it is represented by his name or likeness, and in so far as 
the use may be of benefit to him or to others” [8].

(3) Public Disclosure of Private Facts: “one who gives publicity to a matter concerning the 
private life of another is subject to liability to the other for invasion of his privacy, if the 
matter publicized is of a kind that (a) would be highly offensive to a reasonable person, 
and (b) is not of legitimate concern to the public” [9].

(4) False Light: the protection of one’s reputation [10].

Brandeis and Warren recognized in 1890 that privacy was an important personal 
right and that new and evolving technology could and would alter our individual 
relationships with the matter we would hold private. The technologies which 
Brandeis and Warren saw in evolution, at the time they considered the impact of 
technology, were telephone, telegraph communications, and cameras. With the sub-
sequent development of computer technology, the ability to store and transmit large 
volumes of information electronically supported a widespread perception that 
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technology could further jeopardize privacy, resulting in a slow promulgation of 
legal and regulatory safeguards [11].

Nonetheless, over the course of the past decade, the personal importance of indi-
vidual privacy is arguably fading whereas a new perception of privacy as a norm that 
regulates and structures social life (the social dimension of privacy) is gaining ever- 
increasing importance in legislation, law, relationship, popular culture, and com-
merce [12]. Some would argue that in the age of social media and the Internet, 
despite the inherent risks, many of the things that Americans previously considered 
to be inviolably private are increasingly accepted as reasonably pubic [13].

 A Distinction Between Privacy and Confidentiality

Privacy is an expectation based on autonomy; to a large degree it is a right, a right 
controlled by the holder, and therefore surrendered at will. Confidentiality on the 
other hand is a duty owed to another, restricting the use and dissemination of private 
information; the duty of confidentiality is ethical and legal. Confidentiality is a key 
element of the fiduciary relationship between professionals and their clients/
patients. Privacy is a quasi-right rooted in common law, whereas confidentiality is 
an ethical and/or legal duty. Confidentiality refers to the protection of privileged 
information. Therefore, from a legal point of view, privacy and confidentiality have 
distinctly different meanings.

Reasonable expectations of privacy attach to certain places, things, and activi-
ties, for example, your home, your bedroom, your mail, your telephone calls or text 
messages, public bathrooms. Duties of confidentiality, on the other hand, apply to 
information shared, with the expectation that it be held in confidence, on the behalf 
of another, and shared only if and when appropriate authorization has been provided 
by the one to whom the duty of confidentiality is owed. Examples of confidentiality 
include information held on one’s behalf by those legally empowered to do so; 
banks or federal or state agencies; health information privacy in the custody of 
healthcare providers; confidentiality mandated by contract such as confidentiality or 
nondisclosure agreements; or confidentiality dated by privilege, such as the attorney- 
client privilege, the patient-physician privilege, spousal privilege, and the priest- 
parishioner privilege. Privileged communications and information represent the 
highest level of civilian privacy and confidentiality; privileged communication 
refers to the exchange of, and the information exchanged between, two parties in 
which the law recognizes a private, protected relationship where the communication 
is protected by law.

In legally recognized protected relationships wherein the communication is 
expected to be in private and where a duty of privilege applies, the rights for protec-
tion for the communication belong to the client, patient, or penitent. The recipient 
of the information must keep the communication private, unless the privilege is 
waived by the discloser of the information, in other words, the holder of the 
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privilege. Confidentiality is a duty; privilege is a rule of evidence by which confi-
dentiality is protected.

The attorney-client privilege is the oldest privilege recognized by western juris-
prudence, with its beginnings in the Roman Republic, subsequently established in 
English law as early as the reign of Elizabeth I in the sixteenth century [14]. The 
privilege afforded to confidential communications between client and attorney was 
recognized at common law and is now well established in the US Federal Courts 
[15]. At the most basic level, the attorney-client privilege is essential to justice. The 
court in United States v. Grand Jury Investigation noted that:

… although the law strives to ascertain the truth, there exists a countervailing policy of 
insuring the right of every person to freely and fully confer with and confide in a person 
having knowledge of the law and skilled in its practice, so that adequate advice may be 
received and proper defenses asserted. Such assistance can be given only when the client is 
free from the consequences of apprehension or disclosure by reason of the subsequent state-
ments of his own skilled lawyer. [16]

Thus, the attorney-client privilege, firmly grounded in the confidential nature of 
the relationship, allows for honest and complete disclosure of the relevant facts and 
impressions by a client to his or her legal counsel. Since the client can rest secure in 
the knowledge that his or her statements cannot be construed against his or her inter-
est, that candid and open communication will then allow the attorney to provide 
accurate and well-reasoned professional advice based on a complete understanding 
of all the facts and issues at hand. The privilege in effect creates a legally protected 
“zone of privacy” essential to the relationship [17]. The rules regarding attorney-
client privilege will vary between jurisdictions. However, in general the scope of 
privilege is defined:

(1) Where legal advice of any kind is sought (2) from a professional legal adviser in his 
capacity as such, (3) the communications relating to that purpose,

(4) made in confidence (5) by the client, (6) are at his instance permanently protected (7) 
from disclosure by himself or by the legal adviser, (8) except the protection be 
waived. [18]

Wigmore on Evidence. 1961.

An attorney-client privilege exists when there is an attorney-client relationship; 
and the meaning of “relationship” is broadly construed. The attorney-client relation-
ship presupposes a “reasonable belief” that an attorney-client relationship indeed 
exists. An express contract is not necessary to form an attorney-client relationship; 
the relationship may be implied from the conduct of the parties. The court opinion 
in Togstad v. Vesely extended the definition of the attorney-client relationship to 
non-clients if: (1) the non-client seeks legal advice, (2) then the non-client reason-
ably relies on that advice as legal advice, and (3) the attorney does not attempt to 
dissuade the non-client from relying on the advice [19].

Nonetheless, the simple act of communicating information to an attorney does 
not render the information, itself, confidential. Where the information communi-
cated is public, known to or in the possession of another, then the underlying infor-
mation itself is not privileged [20]. Communications with an attorney, even if 
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stipulated that they be in confidence, will not prevent the underlying facts from 
compelled disclosure, if that information can be found in the public domain or dis-
covered from a non-privileged source [21].

Privilege applies only to private information that is communicated in confidence. 
In addition, the privilege belongs to the client, who is the “holder” of the privilege, 
and the client has the authority either to assert the privilege or waive it. The mere 
presence of a third party compromises confidentiality and can negate the creation of 
an attorney-client privilege; similarly the privilege may be destroyed or waived by a 
careless, unintentional, or inadvertent disclosure. Where the privilege is waived, 
intentionally or inadvertently by the client, the confidential nature of the informa-
tion is destroyed; on the other hand, where the attorney, either deliberately or negli-
gently, discloses privileged information, then he or she may be found liable for legal 
malpractice.

 Privacy and Confidentiality Within the Healthcare Context

The privacy and confidentiality of medical records is a well-established principle of 
both medical ethics and health law; and the confidentiality of communications in the 
healthcare context is the basis for the patient-physician privilege. Once again, pri-
vacy refers to the nature of the information conveyed, confidentiality refers to the 
duty to hold the private information securely and in confidence, and privilege refers 
to the rule of evidence that protects the confidential communication from a com-
pelled disclosure.

In the same manner that honest, thorough, and candid communications between 
attorney and client are essential to promote the interests of justice, during the thera-
peutic encounter, the private communications between patient and physician serve 
to promote the best medical interests of the patient. Without trust, patients will not 
freely reveal their personal health information, and the scope and quality of the 
medical encounter are subsequently jeopardized.

The importance of confidentiality to the relationship between the patient and 
their health care provider has been repeatedly affirmed as a professional responsi-
bility of physicians since antiquity and is exemplified by the professional oaths of 
medicine. The Classical Version of the Oath of Hippocrates states:

...Whatever, in connection with my professional service, or not in connection with it, I see 
or hear, in the life of men, which ought not to be spoken of abroad, I will not divulge, as 
reckoning that all such should be kept secret. While I continue to keep this Oath unviolated, 
may it be granted to me to enjoy life and the practice of the art, respected by all men, in all 
times. But should I trespass and violate this Oath, may the reverse be my lot. [22]

Therefore, as professionals, physicians and providers are obligated by a fiduciary 
duty to protect the privacy and confidentiality of their patients, their health informa-
tion, and the relevant confidential communications. A “fiduciary duty” is one which 
a professional owes to a beneficiary by virtue of his position of trust, within the 
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setting of inequality of knowledge, training, and/or experience. Thus, fiduciary prin-
ciples impose a heightened duty of loyalty, integrity, and devotion on physicians. A 
breach of the duty confidentiality also fundamentally undermines the expectation of 
confidentiality and the presumption of compete trust inherent in the physician- 
patient relationship.

There is no real doubt, of course, that the relationship between a doctor and his patient is 
one in which the patient normally reposes a great deal of trust and confidence in the doctor, 
accepting his recommendations without question. … The relation of physician and patient 
has its foundation on the theory that the former is learned, skilled, and experienced in those 
subjects about which the latter ordinarily knows little or nothing, but which are of the most 
vital importance and interest to him, since upon them may depend the health, or even life, 
of himself or family; therefore the patient must necessarily place great reliance, faith, and 
confidence in the professional word, advice, and acts of the physician. [23]

Witherell v. Weimer (1981)

The ethical foundations of the patient-physician confidentiality extend to well- 
established legal ramifications; these include, but not limited to, breaches of privacy, 
confidentiality, loyalty, and contract. Disclosure of confidential medical information 
to outsiders may have associated “damages” and can lead to severe emotional, 
social, or economic injury as well as humiliation, social stigma, loss of reputation, 
job, insurance, or marital relationship. Confidential communications during psychi-
atric treatment or psychotherapy are afforded a heightened level of privacy protec-
tion; even where consent is obtained for the release of medical records, psychiatric 
and psychological treatment information must be redacted and separated from the 
disclosure; and separate consent is generally required for the release of such sensi-
tive records.

Until recently, there was no single pervasive body of US legislation which uni-
formly and comprehensively covered the protection of private and personal health 
information; instead, the confidentiality of health information was afforded some 
protection through a myriad of federal and state laws and case law.

The Federal Privacy Act of 1974 established standard information practices to 
address the collection, maintenance, use, and dissemination of information about 
individuals that is maintained in systems of records by federal agencies [24]. 
Although the act did not apply to private sector healthcare facilities, it was nonethe-
less important because it was among the first legislation enacted which recognized 
the threat to privacy resulting from the accumulation of large amounts of personal 
information in computerized databanks or government files. The act is considered 
limited in application because it was limited by vagueness and imprecision [25]. 
The Joint Commission, in its 1990 standards, required that medical records be accu-
rate, accessible, authenticated, organized, confidential, secure, current, legible, and 
complete [26].

The duty to maintain confidentiality has always been balanced against the duty 
to breach confidentiality under some circumstances. For example, mandatory 
reporting laws regarding transmissible diseases, injuries related to crimes, or cases 
of abuse, neglect, or exploitation require disclosure of relevant health information to 
authorities, even in the absence of patient consent. The first American public health 

13 Medical Records and Confidentiality: Evolving Liability Issues Inherent…



322

laws addressing surveillance regulations were enacted in Rhode Island in 1741; the 
law required tavern keepers to report persons with infectious diseases to local health 
officials [27]. Public health exceptions to privacy have historically presented a 
dichotomous challenge to clinical ethics and the patient-physician relationship.

The primary analysis of clinical ethics relates to the resolution of ethical and 
moral dilemmas between healthcare providers and their individual patients during 
the process of clinical care. On the other hand, the relevant analysis for public 
health, where the focus is population and community well-being, the community 
rather than the individual is the patient. The dominance of individual autonomy 
despite prima facie equivalence in clinical ethics is incompatible with the population- 
centered focus of public health [28].

The California Supreme Court, in Tarasoff v. Regents of California, imposed an 
affirmative duty on physicians to breach the confidentiality of the patient-physician 
relationship. The California Supreme Court heard the case twice, and the subse-
quent legal doctrine is based upon the outcome of two rulings: Tarasoff I (1974) and 
Tarasoff II (1976). In brief, the case involves a man named Prosenjit Poddar, then a 
student at the University of California at Berkeley, and a woman named Tatiana 
Tarasoff who met at a dance class in 1968. Poddar took a liking to Tarasoff; how-
ever, she did not reciprocate. Poddar developed a mental conflict stemming from the 
failed relationship and sought help from a counselor at Cowell Memorial Hospital 
to whom he disclosed that he was going to kill Tarasoff. The psychiatrist, Dr. Moore 
notified the campus police who interviewed Poddar and then released him. Upon 
learning of the circumstances, the then director of psychiatry, Dr. Powelson, 
demanded the destruction of all clinical notes as well as the letter which was sent to 
the campus police by Dr. Moore regarding Poddar. Poddar then went to the home of 
Tarasoff, where he shot her with a pellet gun and stabbed her numerous times, kill-
ing her. Tarasoff’s parents filed suit against the University of California, resulting in 
the 1974 Tarasoff I decision [29] and in the “duty to warn” or “Tarasoff doctrine,” 
which required mental health providers to warn potential victims. In its decision, the 
court relied on

the Principles of Medical Ethics of the American Medical Association (1957) section 9: “A 
physician may not reveal the confidences entrusted to him in the course of medical atten-
dance . unless he is required to do so by law or unless it becomes necessary in order to 
protect the welfare of the individual or of the community.”  (Emphasis added.)   We con-
clude that the public policy favoring protection of the confidential character of patient- 
psychotherapist communications must yield in instances in which disclosure is essential to 
avert danger to others. The protective privilege ends where the public peril begins. … For 
the reasons stated, we conclude that plaintiffs can assert the elements essential to a cause of 
action for breach of a duty to warn. … The majority's opinion correctly holds that when a 
psychiatrist, in terminating treatment to a patient, increases the risk of his violence, the 
psychiatrist must warn the potential victim.

Tarasoff v. Regents of California, 1974.

The court heard the case again in 1976, where, in Tarasoff II [30], the ruling was 
extended from a “duty to warn” potential victims but also to take reasonable precau-
tions to protect potential victims from known dangers by patients. Nonetheless, the 

J. E. Szalados



323

California Tarasoff ruling, notwithstanding, states different states have taken differ-
ent points of view regarding the duty to warn or the duty to protect (Table 13.1). 
Since the Tarasoff rulings were in California State Court, they are at best persuasive; 
at present 23 states have enacted statutes mandating reporting; 11 states maintain a 
permissive posture; and others have established neither precedent nor statute to 
guide clinicians. The laws change, and it is incumbent on providers to be familiar 
with the exact nature of the laws of the state in which they practice. Furthermore, a 
recent review of court decisions involving Tarasoff issues, even states with existing 
statutes did not uniformly rely on them in their decisions underscoring the impor-
tance of clinical and ethical judgment [31] and perhaps institutional protocols.

 The Medical Record

The medical record is a repository of a vast amount of a patient’s personal informa-
tion; it includes information on lifestyle choices, social history, past and current 
medications, past and present medical, surgical and psychiatric diagnoses, treat-
ments, physical examination findings, responses, laboratory and radiologic data, 
and photographs. In addition, the medical record also includes assessments of medi-
cal necessity and the subjective impressions and opinions of providers, making the 
medical record, in a sense, a “work product.” A variety of providers and clinicians 
enter documentation into the medical record, for example, therapists, nurses, and 
social workers. Since the medical record is continually updated and modified, it is, 
in a sense, a living document. In terms of function, the medical record facilitates 
communication between providers, supports claims for reimbursement, and docu-
ments medical reasoning in the event of litigation, peer review, or medical board 
inquiry [32]. Thus, the medical record is simultaneously a medical, administrative, 
and legal document. The basic requirements for documentation in the medical 
record are generally prescribed by numerous entities including, but limited to, the 
Centers for Medicare & Medicaid Services (CMS) [33], the National Committee for 

Table 13.1 Civil Monetary Penalties (CMP) under HIPAA [ 62]

Tier
OCR penalty 
discretion

OCR penalty 
discretion

Minimum 
penalty per 
violation

Maximum 
penalty per 
violation

Annual aggregate 
limit for identical 
violations

Tier 1 No knowledge Waive or 
reduce

$ 100 $ 50,000 $ 25,000

Tier 2 Reasonable 
cause

Waive or 
reduce

$ 1000 $ 50,000 $ 100,000

Tier 3 Willful neglect 
corrected

Penalty 
mandatory

$ 10,000 $ 50,000 $ 250,000

Tier 4 Willful neglect
Not corrected

Penalty 
mandatory

$ 50,000 $ 50,000 $ 1,500,000
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Quality Assurance (NCQA) [34], the Joint Commission [35], state statutes,1 and 
also, hospital policies and medical staff bylaws.

The ownership of the patient’s medical records is divided between the provider 
and the patient: the provider has ownership (or custody) of the physical patient 
records and chart, whereas the patient has ownership of the information contained 
therein. Thus, the safety and the integrity of the medical record is the responsibility 
of the custodian, institution, or provider. The minimum record retention rules for 
medical records is mandated by federal [37] and state laws, and also multiple regu-
latory agencies [38]. Clinicians must know, understand, and follow all applicable 
laws and regulations.

 The Health Insurance Portability NAND Accountability Act 
of 1996 (HIPAA)

 Overview of HIPAA

US Congress began to address concerns regarding the portability and renewability 
of health insurance in the 1970s starting with legislation such as the Employee 
Retirement Income Security Act (ERISA) of 1974 and the Consolidated Omnibus 
Reconciliation Act of 1985 (COBRA). The Federal Privacy Act of 1974 exemplified 
concerns regarding the inevitability of computerized information management and 
the associated security concerns associated with storage and transmission of sensi-
tive information.

The Health Insurance Portability and Accountability Act (HIPAA) was enacted 
by Congress in 1996 [39]. Broadly stated, the goals of HIPAA were to (1) increase 
the efficiency of electronic healthcare transactions; (2) ensure the continuity of 
employee’s health insurance coverage after leaving an employer in the process of 
changing jobs; and (3) mandate widespread uniform adoption of privacy protection 
measures for ensuring the security of individually identifiable health information. 
Thus, HIPAA is a complex framework of regulations intended to facilitate portabil-
ity of health data; reduce administrative costs by increasing efficiency through 
information technology (IT); maintain the integrity of electronically stored health 
data; and mandate the confidentiality of health information.

HIPAA is divided into five titles:

• Title I: HIPAA Health Insurance Reform/Access, Portability, and Renewability
Requires employers and health plans to allow a medical insurance coverage to 

remain continuous despite pre-existing conditions; protects health insurance 
coverage for workers and their families when they change employment.

• Title II: HIPAA Administrative Simplification/Healthcare Fraud and Abuse

1 See, for example, [36].
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Requires the Department of Health and Human Services (HHS) to establish 
national standards for electronic healthcare transactions and national identifiers 
for providers (the National Provider Identifier; NPI), health plans (the Standard 
Unique Health Plan Identifier; HPID), and employers (the Standard Unique 
Employer Identifier; (EIN). It also addresses the security and privacy of health 
data. Adopting these standards will improve the efficiency and effectiveness of 
the nation’s healthcare system by encouraging the widespread use of electronic 
data interchange in health care. Title II also addresses the security and privacy of 
health data and intended to prevent healthcare fraud and abuse.

• Title III: HIPAA Tax-Related Health Provisions
Provides changes to health insurance laws and deductions for medical insur-

ance and guidelines for pre-tax medical spending accounts.
• Title IV: Application and Enforcement of Group Health Plan Requirements

Specifies conditions for group health plans regarding coverage of persons 
with preexisting conditions and modifies the continuation of coverage 
requirements.

• Title V: Revenue Offsets
Includes provisions related to taxes affecting company-owned life insurance 

and to the treatment of individuals without US citizenship.

In the Federal Privacy Act, the federal government articulated the increasing 
importance and also the vulnerability of electronic data interchange (EDI) between 
business partners. Throughout the early stages of EDI, there was tremendous het-
erogeneity in the electronic and coding languages used, the information technology 
platforms, and the means of transmission. In healthcare, that lack of standardization 
was an obstacle to the evolution of the electronic medical record, access to health 
information, and the portability of health records. The Administrative Simplification 
provisions of HIPAA mandated the development of transaction and code sets to 
standardize the format of health information for storage, use, and EDI. HIPAA rep-
resented a uniform starting point for industry standardization of health information 
management and set the stage for the development of the electronic health/medical 
record (the EHR or EMR). The Institute of Medicine, in its 2001 report, “Crossing 
Quality Chasm: A New System for the 21st Century,” [40] called for the creation of 
a national information infrastructure and for the increased adoption of information 
technology within the healthcare industry to facilitate access and to optimize quality 
and cost management, as well as quality and cost comparisons. Thus, HIPAA also 
sets the stage for a standardized data architecture, and information technology infra-
structure allows the warehousing of healthcare data which would then facilitate 
quality comparisons, improve the quality of medical care, and facilitate the develop-
ment of cost reduction strategies across the US healthcare system.

HIPAA privacy standards represent a national set of minimum basic protections. 
Noncompliance with the HIPAA Administrative Simplification regulations is 
enforced by the Centers for Medicare and Medicaid Services (CMS). Thus, in gen-
eral, state laws contrary to HIPAA are preempted. “Contrary” means that it would 
be impossible for a covered entity to comply with both the state and federal 
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requirements or that the provision of state law is an obstacle to accomplishing the 
full purposes and objectives of the Administrative Simplification provisions of 
HIPAA. Therefore, HIPAA will preempt any contrary provision of any state law 
relating to written or electronic records. However, preemption may not apply if the 
state law: (a) is necessary to prevent fraud and abuse related to the provision of or 
payment for health care, (b) is necessary to ensure appropriate State regulation of 
insurance and health plans to the extent expressly authorized by statute or regula-
tion; (c) is necessary for state reporting on healthcare delivery or costs and is neces-
sary for purposes of serving a compelling public health, safety, or welfare need and 
if a privacy rule provision is at issue and if the secretary determines that the intru-
sion into privacy is warranted when balanced against the need to be served; or, (d) 
has as its principal purpose the regulation of the manufacture, registration, distribu-
tion, dispensing, or other control of any controlled substances (as defined in 
21 U.S.C. 802) or that is deemed a controlled substance by state law [41].

HIPAA was divided into three interrelated parts: (1) the privacy rule provisions 
which set security standards and policies for the way in which providers manage 
personally identifiable health information (PHI); (2) the security rule which governs 
relationships between healthcare business associates who necessarily exchange 
confidential medical information; and, (3) the enforcement rule which provides for 
the enforcement of all the Administrative Simplification rules.

 The HIPAA Privacy Rule

The HIPAA Privacy Rule addresses the process by which covered entities acquire, 
store, and disclose individually identifiable health information. The Privacy Rule 
was published in 2000 and was subsequently modified in 2002.

The Privacy Rule [42] delineates national standards for the protection of indi-
viduals’ medical records and other personal health information (PHI) regardless of 
the format; it applies to health plans, healthcare clearinghouses, and healthcare pro-
viders who conduct healthcare transactions electronically. The Privacy Rule man-
dates safeguards to protect the privacy of personal health information and sets limits 
and conditions on the uses and disclosures of such information. The Privacy Rule 
was designed to (1) increase the level of patient control over the use of their medical 
records, (2) balance public health needs and responsibilities against information 
confidentiality, and (3) establish procedural safeguards to protect health information 
privacy. An individual’s control over their PHI under HIPAA requires providers to 
(a) notify individual patients regarding the privacy rights and how their PHI is used 
through a process of adequate notice, (b) allow individuals the right to inspect and 
copy their medical records, (c) allow individuals to request amendments to their 
PHI record set, (d) receive an accounting of certain types of disclosures of their PHI, 
and (e) request the placement of restrictions on specific uses or disclosures of their 
PHI, with the exception of emergency treatment situations. Under HIPAA, patients 
also have a right to obtain and review a covered entity’s “notice of privacy 
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practices.” Individually identifiable health information includes many common 
identifiers such as name, address, birth date, and social security number. The Privacy 
Rule excludes employment records maintained by employers and educational insti-
tutions and other records subject to, or defined in, the Family Educational Rights 
and Privacy Act [43].

Definitions in HIPAA are essential since they represent legal terms of art (see 
Chap. 28: Anatomy of Healthcare Contracts: Pitfalls and Avoidance of Liability).

HIPAA defines the terms [44]:

• “Covered entity” to mean “(1) a health plan; (2) a health care clearinghouse; or, 
(3) a health care provider who transmits any health information in electronic 
form in connection with a transaction covered by this subchapter.”

• “Healthcare provider” to mean “a provider of services (as defined in section 
1861(u) of the Act, 42 U.S.C. 1395x(u)), a provider of medical or health services 
(as defined in section 1861(s) of the Act, 42 U.S.C. 1395x(s)), and any other 
person or organization who furnishes, bills, or is paid for health care in the nor-
mal course of business.”

• “Health care” to mean “care, services, or supplies related to the health of an 
individual. Health care includes, but is not limited to, the following: (1) 
Preventive, diagnostic, therapeutic, rehabilitative, maintenance, or palliative 
care, and counseling, service, assessment, or procedure with respect to the physi-
cal or mental condition, or functional status, of an individual or that affects the 
structure or function of the body; and (2) Sale or dispensing of a drug, device, 
equipment, or other item in accordance with a prescription.”

• “Health information” to mean “any information, whether oral or recorded in any 
form or medium, that - (a) is created or received by a health care provider, health 
plan, public health authority, employer, life insurer, school or university, or 
health care clearinghouse; and (b) relates to the past, present, or future physical 
or mental health or condition of an individual, the provision of health care to an 
individual, or the past, present, or future payment for the provision of health care 
to individual.”

• “Protected health information” to mean “individually identifiable health infor-
mation: (1) Except as provided in paragraph (2) of this definition, that is: (i) 
Transmitted by electronic media; (ii) Maintained in electronic media; or (iii) 
Transmitted or maintained in any other form or medium (2). Protected health 
information excludes individually identifiable health information: (i) In educa-
tion records covered by the Family Educational Rights and Privacy Act, as 
amended, 20 U.S.C. 1232 g; (ii) In records described at 20 U.S.C. 1232 g(a) (4)
(B)(iv); (iii) In employment records held by a covered entity in its role as 
employer; and (iv) Regarding a person who has been deceased for more than 
50 years.”

• “Individually identifiable health information” to mean “information that is a sub-
set of health information, including demographic information collected from an 
individual, and: (1) Is created or received by a health care provider, health plan, 
employer, or health care clearinghouse; and (2) Relates to the past, present, or 
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future physical or mental health or condition of an individual; the provision of 
health care to an individual; or the past, present, or future payment for the provi-
sion of health care to an individual; and (i) That identifies the individual; or(ii) 
With respect to which there is a reasonable basis to believe the information can 
be used to identify the individual.”

• “Disclosure” to mean “the release, transfer, provision of access to, or divulging 
in any manner of information outside the entity holding the information.”

• “Electronic media” to mean:

 – (1) Electronic storage material on which data is or may be recorded electroni-
cally, including, for example, devices in computers (hard drives) and any 
removable/transportable digital memory medium, such as magnetic tape or 
disk, optical disk, or digital memory card;

 – (2) Transmission media used to exchange information already in electronic 
storage media. Transmission media include, for example, the Internet, extranet 
or intranet, leased lines, dial-up lines, private networks, and the physical 
movement of removable/transportable electronic storage media. Certain 
transmissions, including of paper, via facsimile, and of voice, via telephone, 
are not considered to be transmissions via electronic media if the information 
being exchanged did not exist in electronic form immediately before the 
transmission.

• “Business associate” to mean:

 – (1) Except as provided in paragraph (4) of this definition, business associate 
means, with respect to a covered entity, a person who:

 (i) On behalf of such covered entity or of an organized health care arrange-
ment (as defined in this section) in which the covered entity participates, 
but other than in the capacity of a member of the workforce of such cov-
ered entity or arrangement, creates, receives, maintains, or transmits pro-
tected health information for a function or activity regulated by this 
subchapter, including claims processing or administration, data analysis, 
processing or administration, utilization review, quality assurance, patient 
safety activities listed at 42 CFR 3.20, billing, benefit management, prac-
tice management, and repricing;

 (ii) or (ii) Provides, other than in the capacity of a member of the workforce 
of such covered entity, legal, actuarial, accounting, consulting, data 
aggregation (as defined in §164.501 of this subchapter), management, 
administrative, accreditation, or financial services to or for such covered 
entity, or to or for an organized health care arrangement in which the 
covered entity participates, where the provision of the service involves 
the disclosure of protected health information from such covered entity or 
arrangement, or from another business associate of such covered entity or 
arrangement, to the person.

 – (2) A covered entity may be a business associate of another covered entity.
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 – (3) Business associate includes:

 (i) A Health Information Organization, E-prescribing Gateway, or other 
person that provides data transmission services with respect to protected 
health information to a covered entity and that requires access on a rou-
tine basis to such protected health information.

 (ii) A person that offers a personal health record to one or more individuals 
on behalf of a covered entity.

 (iii) A subcontractor that creates, receives, maintains, or transmits protected 
health information on behalf of the business associate.

 – (4) Business associate does not include:

 (i) A health care provider, with respect to disclosures by a covered entity to 
the health care provider concerning the treatment of the individual.

 (ii) A plan sponsor, with respect to disclosures by a group health plan (or by 
a health insurance issuer or HMO with respect to a group health plan) to 
the plan sponsor, to the extent that the requirements of §164.504(f) of 
this subchapter apply and are met.

 (iii) A government agency, with respect to determining eligibility for, or 
enrollment in, a government health plan that provides public benefits and 
is administered by another government agency, or collecting protected 
health information for such purposes, to the extent such activities are 
authorized by law.

 (iv) A covered entity participating in an organized health care arrangement 
that performs a function or activity as described by paragraph (1)(i) of 
this definition for or on behalf of such organized health care arrange-
ment, or that provides a service as described in paragraph (1)(ii) of this 
definition to or for such organized health care arrangement by virtue of 
such activities or services.

Health information is considered to be used when it is “shared” within a healthcare 
entity, and it is considered to be “disclosed” when it is shared outside that entity. 
Disclosure of confidential health information may be either required or permitted. A 
covered entity must disclose PHI (a) to individuals (or their personal representa-
tives) specifically when they request access to, or an accounting of disclosures of, 
their PHI and (b) to HHS in the event of compliance investigation or review or 
enforcement action [45] (see Chap. 12, The Implications of False Claims, Stark, and 
Anti-Kickback Laws). Covered entities are permitted, but not required, to disclose 
PHI, even absent an individual’s authorization, in the following instances [46]:

 (1) To the individual
 (2) Treatment, payment, and healthcare operations:

Treatment is defined as “the provision, coordination, or management of 
health care and related services for an individual by one or more health care 
providers, including consultation between providers regarding a patient and 
referral of a patient by one provider to another.” [47] Payment is defined to 
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address the “activities of a health plan to obtain premiums, determine or fulfill 
responsibilities for coverage and provision of benefits, and furnish or obtain 
reimbursement for health care delivered to an individual and activities of a 
health care provider to obtain payment or be reimbursed for the provision of 
health care to an individual.” [47] Healthcare operations are defined to include 
any of the following activities: (a) quality assessment and improvement activi-
ties, including case management and care coordination; (b) competency assur-
ance activities, including provider or health plan performance evaluation, 
credentialing, and accreditation; (c) conducting or arranging for medical 
reviews, audits, or legal services, including fraud and abuse detection and com-
pliance programs; (d) specified insurance functions, such as underwriting, risk 
rating, and reinsuring risk; (e) business planning, development, management, 
and administration; and (f) business management and general administrative 
activities of the entity, including but not limited to de-identifying protected 
health information, creating a limited data set, and certain fundraising for the 
benefit of the covered entity [47].

 (3) Opportunity to agree or object:
Informal permission is obtained either explicitly, or through the operation of, 

circumstances that clearly give the individual the opportunity to agree, acqui-
esce, or object. These situations will occur in the case of facility directories, 
wherein healthcare facilities will maintain a directory of patients and their con-
tact information. In such cases the facility or provider inquire about the indi-
vidual by name, and providers may also disclose religious affiliation to 
clergy [48].

 (4) Incident to an otherwise permitted use and disclosure
 (5) Public interest and benefit activities:

The Privacy Rule permits use and disclosure of PHI, without an individual’s 
authorization or permission, for 12 “national priority” purposes [49]:

 (a) Required by Law: such as by statute, regulation, or court order [50].
 (b) Public Health Activities: in the event of “(1) public health authorities autho-

rized by law to collect or receive such information for preventing or control-
ling disease, injury, or disability and to public health or other government 
authorities authorized to receive reports of child abuse and neglect; (2) enti-
ties subject to FDA regulation regarding FDA regulated products or activi-
ties for purposes such as adverse event reporting, tracking of products, 
product recalls, and postmarketing surveillance; (3) individuals who may 
have contracted or been exposed to a communicable disease when notifica-
tion is authorized by law; and (4) employers, regarding employees, when 
requested by employers, for information concerning a work-related illness 
or injury or workplace related medical surveillance, because such informa-
tion is needed by the employer to comply with the Occupational Safety and 
Health Administration (OHSA), the Mine Safety and Health Administration 
(MHSA), or similar state law” [51].

 (c) Victims of Abuse, Neglect, or Domestic Violence.
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 (d) Health Oversight Activities: “such as audits and investigations necessary for 
oversight of the health care system and government benefit programs” [52].

 (e) Judicial and Administrative Proceedings: “if the request for the information 
is through an order from a court or administrative tribunal. Such information 
may also be disclosed in response to a subpoena or other lawful process if 
certain assurances regarding notice to the individual or a protective order are 
provided” [53].

 (f) Law Enforcement Purposes: Covered entities may disclose protected health 
information to law enforcement officials for law enforcement purposes 
under the following six circumstances and subject to specified conditions:

 i. “as required by law (including court orders, court-ordered warrants, sub-
poenas) and administrative requests;

 ii. to identify or locate a suspect, fugitive, material witness, or miss-
ing person;

 iii. in response to a law enforcement official’s request for information about 
a victim or suspected victim of a crime;

 iv. to alert law enforcement of a person’s death, if the covered entity sus-
pects that criminal activity caused the death;

 v. when a covered entity believes that protected health information is evi-
dence of a crime that occurred on its premises; and,

 vi. by a covered health care provider in a medical emergency not occurring 
on its premises, when necessary to inform law enforcement about the 
commission and nature of a crime, the location of the crime or crime 
victims, and the perpetrator of the crime” [54].

Furthermore, the authorization to use or disclose psychotherapy notes must 
be specific with some specific exceptions, including, “to avert a serious and 
imminent threat to public health or safety…” [55].

 (6) Limited data set for the purposes of research, public health, or healthcare opera-
tions: used and disclosed for research, healthcare operations, and public health 
purposes, provided the recipient enters into a data use agreement promising 
specified safeguards for the protected health information within the limited data 
set. HIPPA makes exceptions regarding the use of PHI for research. HIPAA 
defines “research” as “a systematic investigation, including research develop-
ment, testing, and evaluation, designed to develop or contribute to generalizable 
knowledge” [47]. HIPAA regulations protect only that health information which 
is individually identifiable (PHI). Generally, appropriately de-identified patient 
data can be used or shared without restrictions in situations such as clinical 
research, organizational strategic planning, and epidemiologic research. De- 
identified data refers to aggregate statistical data stripped of individual 
identifiers.

In addition, even the use of PHI may be used internally within institutions (cov-
ered entities) to facilitate or optimize healthcare operations, provided that the infor-
mation is not disseminated. Thus, PHI may generally be used internally within 
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organizations, without authorization, in the course of operational, financial, or stra-
tegic planning, competency assurance, credentialing and accreditation, medical 
reviews, or legal services and to manage compliance programs.

HIPAA also differentiates between the terms “consent” which refers to a broad 
general permission that is granted by the individual to a “covered entity” to use or 
disclose PHI for treatment, payment, or healthcare operations and “authorization” 
which refers to more specific and detailed permission to share PHI. The request and 
the consent and authorization to release individually identifiable health information 
for any purpose must therefore be to express, in plain language and specify the 
information to be disclosed, the person(s) disclosing and those receiving the infor-
mation, the expiration of the consent to disclose, and the right to revoke in writing. 
Authorization for the release of PHI must be documented in writing. A sample 
authorization form is included at the end of this chapter.

Arguably, HIPAA makes allowances for professional ethics and best judgment 
may guide the permissive uses and disclosures of PHI. Clinicians must often access 
PHI medical in critical and emergency treatment situations where a documented 
consent cannot be obtained in a timely fashion. In such cases, the provider must 
nonetheless obtain consent as soon as it is reasonably possible to do so. Thus, the 
Privacy Rule does not absolutely mandate that information not be shared without 
consent in all circumstances; rather, that disclosure of information should be “inci-
dent to” medical justification. Permissible reasonable use or disclosure of PHI 
therefore permitted in degrees, as long as the provider uses reasonable safeguards to 
inappropriate disclosure, and that information shared is limited to the “minimum 
necessary” information necessary under the clinical circumstances, often referred to 
as the “minimum necessary” standard for PHI disclosure.

 The HIPAA Security Rule

The HIPAA Security Rule, published in 2003, mandates administrative, physical, 
and technical safeguards to ensure the confidentiality, integrity, and security of elec-
tronic PHI (ePHI). Thus, the Security Rule specifically applies to and protects a 
subset of medical record information that is covered in the Privacy Rule; the Security 
Rule applies to individually identifiable health information that a covered entity cre-
ates, receives, maintains, or transmits in electronic form. The Security Rule defines 
“confidentiality” to mean that e-PHI is not made available or disclosed to unauthor-
ized persons. The Security Rule applies to health plans, healthcare clearinghouses, 
and to any healthcare provider who transmits health information in electronic form 
in connection with a transaction for which the Secretary of HHS has adopted stan-
dards under HIPAA (the “covered entities”); the HITECH Act of 2009 (see below) 
expanded the responsibilities of “business associates” under the HIPAA Security 
Rule. Failure to meet security standards risks both civil and criminal penalties under 
HIPAA but also incurs potential civil liability under private causes of action initi-
ated by plaintiffs, or their representatives, under state tort, privacy contract, and 
consumer protection laws and also under state heath oversight statutes.
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A key mandate of the HIPAA Security Rule is the mandate for a program of 
ongoing risk analysis and a program for risk management. Ideally, the risk analysis 
and management program of any institutions should be included in its HIPAA com-
pliance plan. An entity’s security and compliance program are subject to federal 
scrutiny, on demand, at any time. The risk analysis process should include, at least, 
(a) an assessment and evaluation of the likelihood and impact of potential risks to 
e-PHI; (b) the implementation of appropriate security measures to address the risks 
identified in the risk analysis; (c) documentation of the rationale for choosing the 
security measures adopted; and (d) a program of continuous, reasonable, and appro-
priate security assessment [56]. Under the Security Rule, the requisite safeguards to 
ensure the integrity of ePHI are (1) administrative safeguards; (2) physical safe-
guards; and (3) technical safeguards.

Administrative safeguards are those administrative actions and policies and pro-
cedures which are enacted to protect eHPI. These safeguards focus on the policies 
and procedures designed to prevent, detect, contain, and correct security violations. 
The general elements of administrative safeguards, under HIPAA, are (1) the desig-
nation of a security official who is responsible for developing and implementing its 
security policies and procedures; (2) access management through policies and pro-
cedures for authorizing “role-based access” within an entity; (3) workforce training 
and management through authorization and supervision, and policies for sanctions 
against workforce members who fail to comply with, or violate, security policies 
and procedures; and (4) periodic assessment of the efficacy of existing security poli-
cies and procedures [57]; these may include, for example, audit logs, access reports, 
and security incident tracking reports.

The Security Rule also includes a contingency plan as a standard under adminis-
trative safeguards. Entities must protect the integrity of ePHI through contingency 
plans designed to maintain access to potentially critical ePHI required for medical 
care in the event of a catastrophe. Contingency planning is often managed under 
business continuity planning (BCP) and disaster recovery planning (DRP) which 
are the overall processes to ensure data backup, disaster recovery, emergency opera-
tions [58]. Additionally, entities must develop and implement (1) procedures and 
policies regarding periodic testing and revision of contingency plans and (2) an 
assessment of the relative criticality of specific data management applications.

Physical safeguards include (1) limitation of physical access to the facilities 
while ensuring authorized access as needed and (2) training, education, and policies 
and procedures which specify proper use of and access to workstations and elec-
tronic media. Covered entities must also develop and implement policies and proce-
dures regarding the transfer, removal, disposal, and re-use of electronic media [59]. 
Entities must also be able to timely identify and respond to suspected or known 
security incidents, mitigate the potential harm of known security, and develop a 
system to document the nature of security incidents and their impact. In addition, 
good monitoring of the efficacy of physical safeguards might include (a) regular 
updates, education, and reminders; (b) procedures for guarding against, detecting, 
and reporting malicious software such as malware, hacking, Trojan horses, or 
viruses; (c) continuous monitoring of failed log-in attempts and password 
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discrepancies; and (d) policies and schedules for creating, changing, and safeguard-
ing passwords.

Technical safeguards include (1) technical policies and procedures for the restric-
tion of access to authorized persons; (2) audit controls; (3) integrity controls; and 
(4) transmission security while e-PHI is transmitted over an electronic network [60].

 The HIPAA Enforcement Rule

Enforcement of the Privacy Rule became effective in 2003; and the enforcement of 
the Security Rule became effective in 2005. The Office for Civil Rights (OCR), 
within HHS, is responsible for investigating and enforcing the Privacy and Security 
Rules; and OCR refers to cases and may collaborate with the Department of Justice 
(DOJ) to investigate criminal violations of HIPAA. In general, the OCR investigates 
complaints; however, the OCR may also conduct random compliance reviews to 
review compliance plans. A complaint must allege an activity which, if proven, 
would violate the Privacy or Security Rule. Such complaints must be filed within 
180 days of when the person submitting the complaint knew or should have known 
about the alleged violation of the Privacy or Security Rule.

In general, a HIPAA violation occurs when a HIPAA-covered entity fails to 
adhere to, or violates, one or more of provisions of the HIPAA Privacy, Security, or 
Breach Notification Rules. CMPs for HIPAA violations are assessed based on a 
tiered civil penalty structure (Table 13.1):

• Tier 1: The covered entity was unaware of the HIPAA violation and, through 
reasonable due diligence, could not have known of a HIPAA violation.

• Tier 2: Through the exercise of its reasonable due diligence, the covered entity 
knew or reasonably should have known of, but could not have reasonably pre-
vented a HIPAA violation.

• Tier 3: Willful neglect of HIPAA Rules with correction of the violation within 
30 days of discovery.

• Tier 4: Willful neglect of HIPAA Rules, where no efforts have been made to cor-
rect the violation within 30 days of discovery.

For the purposes of HIPAA violations, the following definitions apply:

 1. “Reasonable cause” is defined as “an act or omission in which a covered entity 
or business associate knew, or by exercising reasonable diligence would have 
known, that the act or omission violated an administrative simplification provi-
sion, but in which the covered entity or business associate did not act with willful 
neglect.”

 2. “Reasonable diligence” is defined as “the business care and prudence expected 
from a person seeking to satisfy a legal requirement under similar 
circumstances.”

 3. ‘Willful neglect’ is defined to mean “conscious, intentional failure or reckless 
indifference to the obligation to comply with the administrative simplification 
provision violated” [61].
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In addition to CMPs, HHS has the authority to exclude entities and/or providers 
from participation in federally funded payment programs, such as Medicare and 
potentially Medicaid.

Criminal actions for HIPAA violations are investigated and prosecuted by the 
DOJ.  For the purposes of criminal prosecutions under HIPAA, the term “know-
ingly” requires only that the entity has knowledge of the actions that constitute an 
offense; there is no requirement that the entity actually or specifically know that the 
actions are in violation of the HIPAA statute.

There are three tiers of criminal penalties for HIPAA (Table 13.2):

• Tier 1: Reasonable cause or no knowledge of violation  – a maximum of 
1 year in jail

• Tier 2: Obtaining PHI under false pretenses – a maximum of 5 years in jail
• Tier 3: Obtaining PHI for personal gain or with malicious intent – a maximum of 

10 years in jail

In addition to HIPAA violations through the unauthorized disclosure of ePHI, 
the OCR may impose CMPs for HIPAA noncompliance, in instances where no 
breach of PHI occurred but the entity has failed to develop and implement a compli-
ance program. Key compliance program risks are (1) failure to complete a compre-
hensive, organization-wide risk assessment and (2) failure to execute business 
associate agreements (BAAs).

 Health Information Technology for Economic and Clinical 
Health Act of 2009 (HITECH)

The Health Information Technology for Economic and Clinical Health (HITECH) 
Act of 2009 [63] was enacted as part of the American Recovery and Reinvestment 
Act of 2009 (ARRA) [64]. HITECH built upon the foundation of HIPAA to expand 
the adoption of, and the leverage of information (as opposed to data entry) capabili-
ties of EHRs, together with enhanced access, privacy, and security provisions for 
PHI management (Table 13.3).

Within the HHS, two agencies, the CMS and the Office of the National 
Coordinator for Health Information Technology (ONC), collaborated to coordinate 
the operationalization of the HITECH Act, together defining meaningful use criteria 
and EHR certification criteria. EHR certification criteria (defined by the ONC) spec-
ified the requisite functional (the what) criteria for a certified EMR, whereas the 
meaningful use criteria (defined by CMS) specified the operational (the how) crite-
ria of a certified EHR system.

Table 13.2 Criminal 
penalties under HIPAA

Culpability category Penalty

Knowingly $ 50,000 + 1 year prison
False pretenses Up to $ 50,000 + 5 years prison
Intent for monetary gain Restitution + up to $ 

250,000 + 10 years prison
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 HITECH Breach Reporting Requirement

The first rule within HITECH, published by the HHS OCR in 2009, addressed noti-
fication requirements in the event of a breach of unsecured PHI and mandated the 
notification of affected individuals in the event that a security breach when “unse-
cure PHI” is disclosed or used for an unauthorized purpose [65]. A breach is defined 
as an impermissible use or disclosure under the Privacy Rule that compromises the 
security or privacy of the protected health information. The breach reporting require-
ment requires healthcare providers and other HIPAA covered entities to promptly 
notify affected individuals of a breach, as well as the HHS secretary and prominent 
media outlets, in the form of a press release, to media serving the state or jurisdic-
tion in cases where a breach affects more than 500 individuals [66].

There are three exceptions to the definition of “breach”:

 (1) The unintentional acquisition, access, or use of protected health information by a work-
force member or person acting under the authority of a covered entity or business 
associate, if such acquisition, access, or use was made in good faith and within the 
scope of authority.

 (2) The inadvertent disclosure of protected health information by a person authorized to 
access protected health information at a covered entity or business associate to another 
person authorized to access protected health information at the covered entity or busi-
ness associate or organized healthcare arrangement in which the covered entity par-
ticipates. In both cases, the information cannot be further used or disclosed in a 
manner not permitted by the Privacy Rule.

 (3) If the covered entity or business associate has a good faith belief that the unauthorized 
person to whom the impermissible disclosure was made, would not have been able to 
retain the information [67].

Under HITECH, “unsecured PHI” essentially means “unencrypted PHI.”

Table 13.3 Key provisions of the HITECH Act relating to HIPAA privacy and security provisions

Area of 
regulation Provision

Civil monetary 
penalties

Increase in the minimum penalty for each violation of HIPAA rules; 
increasing to up to $50,000 per violation and a maximum of $1.5 million for 
all annual repeat violation of the same provision

Use and 
disclosure of 
PHI

Prohibits the sale of PHI without a signed authorization

Breach 
notification

Mandatory HIPAA/PHI breach notification requirements imposed on covered 
entities and business associates

Business 
associate 
liability

Application of HIPAA compliance requirements to business associates

Meaningful use
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 Meaningful Use

The second rule, published by the HHS CMS in 2009, addressed incentive pay-
ments available under the Medicare and Medicaid programs for hospitals, physi-
cians, and other healthcare providers who qualified as “meaningful users” of EHRs 
[68]. HITECH provided financial incentives to “eligible professionals” for the 
meaningful use of certified qualified electronic health records (EHRs) beginning in 
2011 and penalties for failure to achieve meaningful use after 2015 [69].

Through focusing on the effective use of EHRs with certain capabilities, the 
HITECH Act makes clear that the adoption of records is not a goal in itself: it is the 
use of EHRs to achieve health and efficiency goals that matter. HITECH’s incen-
tives and assistance programs seek to improve the health of Americans and the per-
formance of their healthcare system through “meaningful use” of EHRs to achieve 
five health care goals:

• To improve the quality, safety, and efficiency of care while reducing disparities
• To engage patients and families in their care
• To promote public and population health
• To improve care coordination
• To promote the privacy and security of EHRs [70]

“Meaningful Use” incentive payments were conditioned by CMS upon the dem-
onstration of the (1) use of certified EHR technology in a demonstrably meaningful 
manner, for example, e-prescribing; (2) the use of certified EHR technology so as to 
facilitate the exchange of electronic health data and information so as to improve the 
quality of healthcare, such as promoting care coordination; and (3) the use of certi-
fied EHR technology to report clinical quality measures (CQM) and other measures 
selected by the HHS secretary [71]. The Meaningful Use program consisted of 
three stages:

• Stage 1 Meaningful Use established basic requirements for the electronic capture 
of clinical data, including providing patients with electronic copies of their PHI.

• Stage 2 Meaningful Use expanded on Stage 1 criteria with a focus on advancing 
clinical processes and ensuring that the meaningful use of EHRs supported the 
aims and priorities of the national quality strategy. Stage 2 criteria encouraged 
the use of CEHRT for continuous quality improvement at the point of care and 
the exchange of information in the most structured format possible.

• Stage 3 Meaningful Use established in 2017, focused on using CEHRT to 
improve health outcomes [72].

In order to comply with meaningful use of certified EHR technology as defined by 
CMS, providers must report on a combination of required core objectives, objec-
tives selected from a menu set, and reporting of CQMs as specified by HHS [73]. In 
2018, eligible healthcare professionals (EPs) or eligible clinicians (ECs) who had 

13 Medical Records and Confidentiality: Evolving Liability Issues Inherent…



338

been participating in the Medicare Promoting Interoperability Program (MPIP) 
were required to report using the quality payment program (QPP) measures; also in 
2018, CMS renamed the EHR incentive programs as the promoting interoperability 
programs.

 Certification Criteria for EHR Technology

The third rule, published by the HHS ONC, developed certification criteria for EHR 
technology. The ONC is charged with the development and coordination of a nation-
wide health information technology (HIT) strategy and policy and the promotion of 
a nationwide HIT infrastructure for the management of electronic health informa-
tion. The ONC was created by the HITECH Act and is a division HHS was created 
by Executive Order in 2004.

The third rule identified the functional and technical capabilities that the EHR 
technology and systems must possess:

…certification criteria establish the required capabilities and specify the related standards 
and implementation specifications that serve as an electronic health record (EHR) technol-
ogy will need to include to, at a minimum, support the achievement of meaningful use Stage 
1 by eligible professionals, eligible hospitals, and/or critical access hospitals…under the 
Medicare and Medicaid EHRs Incentive Programs. [74]

The following definitions were applied to certified EHR technology:

 (1) A Complete EHR that meets the requirements included in the definition of a Qualified 
EHR and has been tested and certified in accordance with the certification program 
established by the National Coordinator as having met all applicable certification crite-
ria adopted by the Secretary; or

 (2) A combination of EHR Modules in which each constituent EHR Module of the combi-
nation has been tested and certified in accordance with the certification program estab-
lished by the National Coordinator as having met all applicable certification criteria 
adopted by the Secretary, and the resultant combination also meets the requirements 
included in the definition of a Qualified EHR.

Where a “Complete EHR means EHR technology that has been developed to 
meet, at a minimum, all applicable certification criteria adopted by the Secretary” [74].

 Business Associates and the Privacy and Security Provisions 
of HITECH

The privacy and security provisions of HIPPA were directly applicable to “covered 
entities,” defined in HIPAA as healthcare payers, providers, and clearinghouses; 
business associates were indirectly, but not directly, bound to the HIPAA provi-
sions. In HIPAA, the Privacy Rule required nonemployee “business associates” 
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whose relationships with “covered entities” required the sharing of PHI to establish 
a “chain of trust partner agreement” now referred to as a “business associate agree-
ment.” HIPAA required the “business associate” to:

 (1) Implement administrative, physical, and technical safeguards that reasonably 
and appropriately protect the confidentiality, integrity, and availability of the 
“covered entity’s EHPI

 (2) Ensure that its agents, and subcontractors, to whom it provides EHPI agree to 
implement reasonable and appropriate safeguards to protect it

 (3) Report to the covered entity any security incident of which it becomes aware
 (4) Ensure that the contract authorizes unilateral termination of the agreement if the 

business associate has violated a material contractual term

Although the BAA was less prominent in HIPAAA, the HITECH Act directly 
applied HIPAA provisions directly to business associates, mandating that covered 
entities establish contractual agreements with every business associate, known as 
business associate agreements (BAAs). Failure to have BAAs is considered a seri-
ous compliance violation under HITECH and cause for OCR disciplinary 
proceedings.

 HIPAA Violation Fines Can Also Be Issued by State 
Attorneys General

Under the HITECH Act as of 2009, state attorneys general (SAGs) are empowered 
to hold HIPAA-covered entities accountable for the exposure of the PHI of state 
residents and initiate separate civil actions for PHI disclosure violations [75]. 
HITECH extends HIPAA violation fines to the states with a minimum fine of $100 
per violation to a maximum level of $25,000 per violation category, per calendar 
year. Furthermore, a covered entity that sustains a data breach affecting residents of 
multiple states may be fined for HIPAA violation penalties by SAGs in multiple 
states. OCR developed HIPAA enforcement training in order to educate and train 
SAG and their staff enforce the HIPAA Privacy and Security Rules. Enhanced col-
laboration and enforcement coordination between the OCR and the SAGs will allow 
the OCR to assist SAG in the exercise of this new enforcement authority through the 
sharing of breach information regarding pending or concluded OCR actions against 
covered entities or business associates related to SAG investigations, and the OCR 
will also provide SAGs guidance regarding the HIPAA statute, the HITECH Act, 
and the HIPAA Privacy, Security, and Enforcement Rules as well as the Breach 
Notification Rule as needed to effectively prosecute these cases on a state level. The 
implication to providers is that the HITECH Act increases the potential liability for 
healthcare information privacy breaches by an additional layer, above and beyond 
the HIPAA and HITECH CMP fines, state disciplinary procedures, and private civil 
causes of action, potential criminal liability, and potential CMS exclusion.

13 Medical Records and Confidentiality: Evolving Liability Issues Inherent…



340

References

 1. Merriam-Webster Dictionary. Available online at: https://www.merriam- webster.com/
dictionary/privacy.

 2. Merriam-Webster Dictionary. Available online at: https://www.merriam- webster.com/legal/
right%20of%20privacy.

 3. Griswold v. Connecticut. 381 U.S. 479. (1965).
 4. Olmstead v. U. S. 277 U.S. 438. (1928). Justice Brandeis's dissent at 61, 72, and 73.
 5. Warren S, Brandeis LD. The right to privacy. Harvard Law Rev. 1890;4(193)
 6. Prosser Restatement of the Law, Second, Torts, § 652. The American Law Institute. 1977.
 7. Prosser, supra at § 652B Intrusion Upon Seclusion.
 8. Prosser, supra at § 652C Appropriation of Name or Likeness.
 9. Prosser, supra at § 652D Publicity Given to Private Life.
 10. Bruce A. McKenna, False Light: Invasion of Privacy, 15 Tulsa L. J. 113 (2013).
 11. Urs Gasser. Recoding privacy law: reflections on the future relationship among law, technol-

ogy, and privacy. Harvard Law Rev. 2016;130(2)
 12. Becker M.  Privacy in the digital age: comparing and contrasting individual versus social 

approaches towards privacy. Ethics Inform Technol. 2019;21:307–17.
 13. Szalados JE. Digital distraction and legal risk. In: Bertman S, Papadakos PJ, editors. Distracted 

doctoring: returning to patient-centered care in the digital age. Cham: Springer; 2017.
 14. Edna Selan Epstein. The attorney-client privilege and the work-product doctrine. American 

Bar Association, Section of Litigation. Chicago. 2017.
 15. Prichard v. United States, 181 F.2d 326 (6th Cir. 1950), aff'd 339 U.S. 974, 70 S. Ct. 1029, 

94 L. Ed. 1380 (1950).
 16. United States v. Grand Jury Investigation, 401 F. Supp. 361 (W.D. Pa. 1975).
 17. Cathryn MS.  The application of the attorney-client privilege to communications between 

lawyers within the same firm: Evaluating United States v. Rowe, 30 ARIZ.  ST.  L. J. 859, 
859. 1998.

 18. 8 Wigmore on Evidence §2292, at 554 (McNaughton ed. 1961).
 19. Togstad v. Vesely, 291 N.W.2d 686 (1980).
 20. Upjohn Co. v. United States, 449 U.S. 383, 389 (1981).
 21. Paul RR. Attorney-client privilege: continuing confusion about attorney communications, drafts, 

pre-existing documents, and the source of the facts communicated, 48 AM. U. L. REV. 967, 
969–70. 1999.

 22. The Editors of Encyclopaedia Britannica. Hippocratic oath. Available online at: https://www.
britannica.com/topic/Hippocratic- oath.

 23. Witherell v. Weimer, 421 NE2d 869 (1981).
 24. The Privacy Act of 1974 (Pub.L. 93–579, 88 Stat. 1896, enacted December 31, 1974. 5 

U.S.C. § 552a.
 25. U.S. Department of Justice. Office of Privacy and Civil Liberties. Overview of the Privacy Act 

of 1974. Online at: https://www.justice.gov/opcl/introduction.
 26. Joint Commission on Accreditation of Healthcare Organizations. Medical Record Services 

(MR). Accreditation Manual for Hospitals. Chicago; 1990.
 27. Thacker SB. Historical development. In: Lee LM, Teutsch SM, Thacker SB, St. Louis ME, edi-

tors. Principles and practice of public health surveillance. 3rd ed. New York: Oxford University 
Press; 2010. p. 1–17.

 28. Lee LM, Heilig CM, White A. Ethical justification for conducting public health surveillance 
without patient consent. Am J Public Health. 2012;102(1):38–44.

 29. Tarasoff v. Regents of the University of California. S.F. 23042. December 23, 1974.
 30. Tarasoff v. Regents of University of California (1976) 17 Cal.3d 425, 434–436, 131 Cal.Rptr. 

14, 551 P.2d 334.
 31. Kachigian C, Felthous AR. Court responses to Tarasoff statutes. J Am Acad Psychiatry Law. 

2004;32(3):263–73.

J. E. Szalados

https://www.merriam-webster.com/dictionary/privacy
https://www.merriam-webster.com/dictionary/privacy
https://www.merriam-webster.com/legal/right of privacy
https://www.merriam-webster.com/legal/right of privacy
https://www.britannica.com/topic/Hippocratic-oath
https://www.britannica.com/topic/Hippocratic-oath
https://www.justice.gov/opcl/introduction


341

 32. Szalados JE.  Health information privacy and HIPPA: the health insurance portability and 
accountability act. Curr Rev Clin Anesth. 2004;25(1):3–14.

 33. CMS.  Complying with Medical Record Documentation Requirements. Available online 
at: https://www.cms.gov/Outreach- and- Education/Medicare- Learning- Network- MLN/
MLNProducts/Downloads/CERTMedRecDoc- FactSheet- ICN909160.pdf.

 34. NCQA.  Guidelines for Medical Record Documentation. Available online at: https://
www.ncqa.org/wp- content/uploads/2018/07/20180110_Guidelines_Medical_Record_
Documentation.pdf.

 35. HCPro. Know the JCAHO's ongoing records review requirements. Available online at: 
https://www.hcpro.com/HIM- 53615- 865/Know- the- JCAHOs- ongoing- records- review- 
requirements.html.

 36. New York Codes, Rules and Regulations. Title 10, Chapter V, Subchapter A, Article 2, Part 
405, Section 405.10 - Medical records. Available online at: https://regs.health.ny.gov/content/
section- 40510- medical- records. 42 CFR § 485.638.

 37. Condition of participation: Medical record services. 42 CFR § 482.24(b)(1) and 42 CFR § 
485.638(c); Conditions of participation: Clinical records. 42 CFR § 485.638.

 38. See, for example, American Health Information Management Association, Retention 
and Destruction of Health Information. Available online at: https://library.ahima.org/PB/
RetentionDestruction#.XvDx6mhKiUk.

 39. Health Insurance Portability and Accountability Act of 1996. Pub. L. No. 104–191, 100 Stat. 
1396; as codified at 45 CFR § 160 et seq. (2000); and as amended.

 40. Institute of Medicine. Crossing the quality chasm: a new system for the 21st century. 
Washington DC: National Academy Press; 2001.

 41. HIPAA. 45 C.F.R. § 160.203; and 45 C.F.R. § 160.202.
 42. HIPAA. 45 CFR Part 160 and Subparts A and E of Part 164. The Privacy Rule; and as updated; 

See also US Department of Health and Human Services, HHS.  The HIPAA Privacy Rule. 
Available online at: https://www.hhs.gov/hipaa/for- professionals/privacy/index.html.

 43. Family Educational Rights and Privacy Act 20 U.S.C. §1232g.
 44. HIPAA. 45 CFR §160.103. See supra. Definitions. “Health Information”.
 45. HIPAA. 45 C.F.R. § 164.502(a)(2).
 46. HIPAA. 45 C.F.R. § 164.502(a)(1).
 47. HIPAA. 45 C.F.R. § 164.501.
 48. HIPAA 45 C.F.R. § 164.510(a).
 49. HIPAA. See 45 C.F.R. § 164.512.
 50. HIPAA. 45 C.F.R. § 164.512(a).
 51. HIPAA. 45 C.F.R. § 164.512(b).
 52. HIPPA. 45 C.F.R. § 164.512(d).
 53. HIPAA. 45 C.F.R. § 164.512(e).
 54. HIPPA. 45 C.F.R. § 164.512(f).
 55. HIPAA. 45 C.F.R. § 164.501. “Psychotherapy notes” means notes recorded (in any medium) 

by a health care provider who is a mental health professional documenting or analyzing the 
contents of conversation during a private counseling session or a group, joint, or family coun-
seling session and that are separated from the rest of the of the individual’s medical record. 
Psychotherapy notes excludes medication prescription and monitoring, counseling session 
start and stop times, the modalities and frequencies of treatment furnished, results of clinical 
tests, and any summary of the following items: diagnosis, functional status, the treatment plan, 
symptoms, prognosis, and progress to date. See also HIPAA. 45 C.F.R. § 164.508(a)(2).

 56. HIPAA [8] 45 C.F.R. § 164.306(b)(iv); 45 C.F.R. § 164.308(a)(1)(ii)(B); 45 C.F.R. § 164.306(d)
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Chapter 14
The Legal and Regulatory Components 
of Tele-ICU Care
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 Introduction

Intensive care physician staffing will continue to decline relative to the population 
over the next decade [1]. Combating this shortfall in intensive care unit (ICU) staff-
ing will require both training of new physicians and increased efficiency with which 
ICU services are delivered. Telemedicine services have increased over the past 
decade with Tele-ICU being one of the most important. As of 2011, more than 40 
Tele-ICU central modules have been started [2]. Since its inception, Tele-ICU ser-
vices have expanded physician coverage throughout the United States. The effect on 
mortality [3], length of stay, ICU-related complications [4–7], and costs [2, 8, 9] 
have been extensively reported [10, 11]. Once implemented, a multitude of centers 
have reported substantial decreases in costs per ICU case as well increased case 
contribution margins [12]. Additionally, Tele-ICU can affect the frequency of 
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interhospital transfers [13]. Infrequently discussed are the potential effects on other 
important clinical, reputational, and financial endpoints from a medical-legal stand-
point. Becker et  al. have recently published a two-part series examining several 
important legal aspects of Tele-ICU care [14, 15].

 Reimbursement

The reported implementation costs of a Tele-ICU core facility and ICU bed instal-
lation ranges from $1,000,000 to $7,000,000 with yearly operating costs ranging 
between $3,100,000 and $3,400,000 [3]. These figures require a robust business 
plan be in place to ensure financial survival and maximize institutional benefit. In 
the past, Tele-ICU programs have been largely justified in a financial sense by 
reducing the cost of ICU operations [16, 17]. This has included reductions in length 
of stay, pharmacy spending, radiology use, staffing, and complications. As more 
studies have been published, Tele-ICU has been noted to safely reduce hospital 
transfers allowing smaller institutions to keep more reimbursement [13, 18]. In 
addition to reducing expenses, increases in contribution margins have also been 
noted by both improvements in billing capture as well as increased volumes with 
increased ICU coordination in the form of command centers [19]. The financial 
benefits in these instances are secondary in nature and not the result of direct billing. 
Medicare, Medicaid, and other third-party payers are beginning to reimburse for 
more telemedicine services each year (Table 14.1).

 Medicare

The guidelines for Medicare reimbursement as they relate to telemedicine are 
described by The Centers for Medicare and Medicaid Services (CMS). For services 
to be considered a substitution for an in-person encounter and thus billable under 

Table 14.1 Telemedicine reimbursement overview

Medicare The overall structure requires an “originating site,” “distant site practitioners,” an 
audiovisual communication platform, and a specific set of billable codes

Medicaid CMS allows the individual states to describe and institute their respective laws 
governing Medicaid reimbursement. Additionally, physicians can utilize stored 
audiovisual transmissions as well as real-time feeds as qualifying visits. A separate 
originating location fee is payable for real-time encounters in some states

Private 
payers

Similar to Medicaid rules, each state has different laws governing the 
reimbursement of telemedicine services. Each insurer can create their own policies 
within the context of the law to dictate reimbursement. Telemedicine parity laws 
dictate whether an insurance company needs to cover telemedicine as in-person 
visits
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Medicare, certain prerequisite conditions must be met. These guidelines are updated 
yearly to reflect needs and current practices. The overall structure requires an “origi-
nating site,” “distant site practitioners,” an audiovisual communication platform, 
and a specific set of billable codes [20].

An “originating site” is defined by US law as a site where a Medicare beneficiary 
goes to get their healthcare services in either a Health Professional Shortage Area 
(HPSA) or outside of a metropolitan statistical area (MSA). A HPSA is a location 
(zip code) designated by the Health Resources and Services Administration (HRSA) 
as a place where a shortage of healthcare provider services relative to the overall 
population exists. Authorized originating sites include traditional hospitals, critical 
access hospitals, physician offices, and many other outpatient sites. The site may 
also be eligible for a separate facility fee. Patients cannot use their home as an origi-
nating site in most cases. The provider need not be in a specific location as long as 
the provider type is physician, nurse practitioner, physician assistant, clinical nurse 
specialists, and nurse anesthetist, among other roles. An audiovisual platform must 
be used to facilitate real-time communication with the patient and provider.

As of 2019, 51 clinical services have codes reimbursed by Medicare. ICU-related 
services include “Telehealth consultations, emergency department or initial inpa-
tient,” “Follow-up inpatient telehealth consultations furnished to beneficiaries in 
hospitals or SNFs,” “Individual and group medical nutrition therapy,” “|Telehealth 
Consultation, Critical Care, initial, physicians typically spend 60 minutes commu-
nicating with the patient and providers via telehealth,” “Telehealth Consultation, 
Critical Care, subsequent, physicians typically spend 50 minutes communicating 
with the patient and providers via telehealth” [20].

 Medicaid

CMS allows the individual states to describe and institute their respective laws gov-
erning Medicaid reimbursement and so a detailed analysis is out of the scope of this 
chapter. A comprehensive review of each states’ treatment of telehealth reimburse-
ment can be found at The Centers for Connected Health Policy. As an example to 
illustrate some differences in Medicaid reimbursement, California will allow 
Medicaid eligible patients to be seen in a Medicare-type “originating location” or at 
their home. Additionally, physicians can utilize stored audiovisual transmissions as 
well as real-time feeds as qualifying visits. A separate originating location fee is 
payable for real-time encounters [21].

New York State will also allow for reimbursement of real-time video encounters 
for Medicaid eligible patients but not most stored interactions of billable services. 
This is with the caveat that telemedicine be used in the setting of geographic separa-
tion and not solely for the convenience of a provider. A facility fee will not be reim-
bursed for most episodes of care in New York State. Texas will reimburse for both 
real-time telemedicine as well as stored transmissions; however only a specific list 
of services are eligible for reimbursement as are facility fees. Although the 
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backbone of each states’ telemedicine-related Medicaid reimbursement is defined, 
certain idiosyncratic differences are noted [21].

 Private Insurance

Similar to Medicaid rules, each state has different laws governing the reimburse-
ment of telemedicine services. To further complicate the issue, each insurer can 
create their own policies within the context of the law to dictate reimbursement. The 
Centers for Connected Health Policy also provide an overview of how each respec-
tive state interprets the law with regard to private payer reimbursement. One concept 
which pervades the rules of private payer telemedicine reimbursement is the parity 
law. Parity laws require that private payers reimburse Telemedicine services as 
though they were in-person. In California, private payers cannot require that an in- 
person visit be a prerequisite to reimbursement but leaves further detail of each plan 
to their respective hospital contract. New York State parity laws require that a pri-
vate insurer reimburse a provider for services provided via telemedicine if they are 
required to reimburse them in-person. Texas law states that private payers must 
establish a telemedicine payment schedule which is available online. They are not 
required to list payment prices and are not required to reimburse for services pro-
vided by audio communication only [21]. Although private insurers may be required 
to cover in-person and telemedicine encounters, they may not be required to com-
pensate them equally.

 Tele-ICU Regulation

Tele-ICU as a care delivery modality has been around for longer than 20 years; 
however specific regulation is still evolving. Although most individual states have 
well-defined Tele-ICU regulations, this clinical care model will often be conducted 
across multiple states simultaneously making regulation less clear. To best ensure 
compliance with legal regulations, the Tele-ICU leadership team should pay close 
attention to their respective states, licensing requirements, privacy protection, gov-
erning body mandates, and institutional bylaws.

 Licensing

For physicians medical licensing requirements can vary by state; however they will 
usually require that the physician be licensed both in the state in which the physi-
cian practices and the state in which the patient is seen [22]. To further streamline 
the process, several states have started issuing telemedicine-specific licenses to 
reduce the licensure burden [21]. In an effort to further streamline medical licensing 
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regulation overall, at least 29 states have entered into the Interstate Medical 
Licensure Compact (IMLC) which provides a voluntary uniform license where 
qualifying physicians would be issued a common license to practice in multiple 
states [23]. The Drug Enforcement Agency (DEA) is in the process of further clari-
fying the requirements for prescribing controlled substances. The latest interpreta-
tion states the practitioner should hold a DEA license in the state of the patient and 
where the physician is practicing [24]. Nursing regulations are also evolving, and an 
interstate compact similar to the IMLC was approved allowing nurses to be licensed 
for telemedicine in up to 29 states if they meet certain prerequisites [25].

 Governing Body Oversight

Similar to beginning practice at a new hospital, providers will need to be creden-
tialed and given privileges with the hospital in which they will provide Tele-ICU 
care as directed by The Joint Commission. Because the process for credentialing 
and privileging can be onerous, a modified acceptance by proxy pathway might be 
considered, whereby the credentials and privileges of a site hospital with the pro-
vider can be used at the distant hospital where the patient is located [26]. Specific 
rules and regulations are governed by the states involved and hospitals participating. 
At present no specific board requirement is available for the practice of Tele- 
ICU. Many physicians will be board certified or eligible in critical care; however the 
requirement is ultimately up to the hospital credentialing body.

More governing bodies are also developing regulations within their respective 
purviews as telemedicine use expands. The Federal Drug Administration is increas-
ingly regulating mobile health devices as well as Tele-ICU platforms to ensure pub-
lic safety [27]. The Federal Communications Commission has been identifying 
physician shortage areas and capacity for broadband connectivity expansion [28]. 
The Federal Trade Commission tasked with protecting consumers has been involved 
with regulations related to telemedicine board licensure and antitrust suits related to 
telemedicine practice [29].

 Privacy Protection

As the world migrates more and more to digital platforms and cloud computing, 
consumer data will be more accessible but also more at risk. Increasing the use of 
electronic medical records (EMR) in patient care settings has led to the recording of 
enormous stores of patient data. As the volume of data grows, so has concern over 
measures to safeguard the privacy and integrity of the patient data. Federal regula-
tions have been in place for decades to safeguard patient care records in the form of 
Health Insurance Portability and Accountability Act (HIPAA) and the Health 
Information for Economics and Critical Health Act (HITECH). Hospital regulations 
regarding privacy become more complicated across systems and state lines.
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To fulfill the privacy obligations required with patient contact, platforms and 
audiovisual equipment must be secure digitally. As cyberattacks rise, having a qual-
ified information technology department and secure software platforms is of para-
mount importance. In addition to these technical obligations, the American 
Telemedicine Association (ATA) recommends privacy safeguards for when visitors 
from outside of the Tele-ICU are present on visits or tours. Additionally, the ATA 
recommends an explanation of Tele-ICU services and information on how the 
patient’s and family’s privacy will be maintained. Informed consent is required for 
telemedicine practice in over 38 states and so local regulations will need to be inte-
grated into workflows [22].

 Medical-Legal Risk

The practice of medicine is one of fulfillment, stress, satisfaction but at times, con-
cern. The specter of medical malpractice is a common concern and can affect physi-
cian practice patterns [30]. Tele-ICU and telemedicine in general have led to 
concerns about the risk for medical liability in the event of an unintended patient 
outcome. One theory holds that telemedicine may make providers feel particularly 
vulnerable as they are not physically at the bedside [31]. Although this may be a 
concern for some, the use of telephone communications to direct care is widespread 
and does not lead to a significant number of malpractice claims [31]. For a provider 
to be at risk for malpractice, the law requires that the following conditions are met: 
a physician-patient relationship exists, a duty to act on behalf of the patient exists, 
the care provided deviated from the standard of care, and the patient sustained harm 
with ascertainable damages [32]. As it relates to telemedicine, what defines patient 
relationships and standard of care is constantly evolving.

The relative novelty of Tele-ICU and telemedicine in general results in a dearth 
of specific examples of case law. Between 1992 and 2014 an estimated 280,368 
medical malpractice claims were paid in the United States [33]. The rate of 
telemedicine- related malpractice claims appears low with zero found in a report 
over a very short duration and 0.05% of claims paid in another report over a 10-year 
period [15]. These figures incorporate direct telemedicine involvement; however 
data are not granular enough to comment on Tele-ICU specifically. Although objec-
tive data are still being compiled, the very nature of Tele-ICU augmented care sug-
gests a mitigating effect toward malpractice could exist.

The fundamental mandate of Tele-ICU care is to act as a “second set of eyes” and 
another layer of patient safety. Tele-ICU can be differentiated into two dominant 
subtypes including continuous and episodic care [34]. Episodic care can be most 
likened to a virtual second opinion by either a bedside nurse, physician assistant, 
nurse practitioner, or physician. The Tele-ICU physician will have access to the 
medical record and radiology data as well as the ability to have audiovisual com-
munication with the distant Tele-ICU site. In the episodic model, the flow of infor-
mation is on demand and not continuous. As the name suggests, the continuous 
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Tele-ICU model will have a constant flow of bedside labs, vitals, allergies, medica-
tions, radiology to the Tele-ICU EMR, and platform which is constantly monitored 
by nursing, clinical alerts, and support algorithms. In both cases, an on-demand 
expert will be available when called or proactively in the continuous model. The 
potential for risk mitigation is inherent with the addition of Tele-ICU support.

The most compelling data for medical malpractice risk reduction from Tele-ICU 
comes from a report of two hospital systems comparing both the number of ICU 
claims and amount paid per claim before Tele-ICU implementation and afterward. 
The Tele-ICU was a continuous model monitoring over 450 beds throughout five 
states. The first ICU noted a reduction from over 60 claims per year to less than 40 
claims per year at an original cost of greater than $6 million per claim to less than 
$1 million dollars per claim. The second institution had not noted a single malprac-
tice claim over a 5-year period of Tele-ICU implementation [31]. Although these 
data are promising, these results must be taken cautiously as the details of the report 
are not given. Additionally, malpractice claims can take several years to be avail-
able, and the sample size is rather limited.

 Conclusions

Tele-ICU is a growing branch of medicine that allows intensivists to reach patients 
in understaffed locations or during periods of low-intensity staffing. The technology 
has been associated with improvements in mortality, length of stay, financial end-
points, and patient/staffing satisfaction. In order to implement these systems, espe-
cially across state lines, multiple regulatory considerations must be pursued 
including physician licensing, credentialing, privileging, as well as obtaining mal-
practice insurance. At present, the risk of malpractice liability appears low and 
might be reduced further with Tele-ICU support. The majority of financial benefit is 
realized with reductions in costs of care, improved case volume, and resultant case 
contribution margin. With time, CMS and private payers have begun direct reim-
bursement for specific Tele-ICU patient encounters.
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Chapter 15
Digital Technologies in Healthcare: 
Opportunities and Risk for Health Systems 
and Providers

Peter J. Papadakos and Tiffany M. Ingham

Technology is a fact of everyday life. Personal electronic devices (PEDs) are por-
table, lightweight devices including smartphones, tablets, laptops, and computers. 
These devices are now ubiquitous in American society. Everywhere one looks, one 
sees people of all ages and backgrounds looking at their cell phones; this includes 
physicians and other healthcare providers, as well as patients. Younger adults, the 
“millennial generation” in particular, are digitally savvy and maintain a high social 
media presence and interaction. This chapter will explore the both benefits and risks 
that PEDs and the web-connected age present professionals in the healthcare setting.

The case of an anesthesiologist in Dallas illustrates how PED use can prove guilt 
in a malpractice case. In this case, the anesthesiologist was alleged to be on his PED 
while managing a patient under anesthesia and failed to notice the patient had love 
blood oxygen levels which resulted in the death of that patient [1]. The smartphone 
records were part of the discovery in this case and his documented use affected the 
outcome of the case. While it would seem difficult to successfully litigate a medical 
malpractice case solely on the allegation a physician was distracted by their PED in 
such a manner as to be the proximate cause of the patient injury, it could certainly 
be cited as a substantial contributing factor. Electronic discovery first was first used 
in distracted driving cases and is now a common practice. PED records can be sub-
poenaed and reveal whom an individual was texting at what exact time as well as the 
nature of the conversation. The same records can also reveal Internet browser use 
including which websites were visited, at exactly what time, and for how long. 
While PEDs offer a convenience to access specialized information helpful in clini-
cal decision-making, thereby enhancing patient care, that same ease of access can 
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be used to imply distraction or, worse, incompetence and indifference. Even the 
most innocuously intended communications, assumed to be private, may come back 
to haunt a practitioner for years into the future.

Other high-reliability organizations, such as aviation, have embraced practices to 
minimize PED distraction. For example, the aviation industry has embraced the 
concept of the “sterile cockpit.” This means that during critical portions of flight that 
are both high risk and high mental workload such as taxi, takeoff, and landing, 
cockpit communications are limited to only those necessary for the operation of the 
plane [1]. Moreover, personal PED use is forbidden. It seems both reasonable and 
intuitive that this concept would translate, although imperfectly, to the healthcare 
setting. Some healthcare institutions have followed suit by instituting their own ver-
sions of these practices. For example, the University of Rochester Medical Center 
(URMC) has established guidelines for the appropriate use of PEDs during rounds, 
when important and sometimes critical information is discussed and disseminated 
among members of the healthcare team. A summary of the guidelines employed by 
URMC is shown in Fig. 15.1. In addition to this, all staff receive a mandatory educa-
tion program during initial onboarding and orientation and annually thereafter in 
order to maintain hospital credentials. Other healthcare organizations have taken up 
such guidelines. Many medical schools and postgraduate medical education train-
ing programs have developed curriculums to educate medical students and resi-
dents. While thoughtful policies and continuing education prudent and necessary, 
there is a lack of consensus regarding the specifics these policies and guidelines 
should encompass [2]. It is important stakeholders adopt guidelines to meet the 
needs of specific departments.

Cameras and audio recording devices are constantly present. In the wake of the 
September 11th attacks on the World Trade Center and the Pentagon, the American 
society became willing to accept these devices as part of the effort to identify and 
stop terrorist activity. Closed-circuit cameras exist in most public places in metro-
politan areas. Facial recognition technology has advanced substantially and is now 
commonly used to identify individuals.

Most people own a PED and use it for several hours daily. According to a Pew 
Research Center Mobile Fact Sheet dated June 2019, 96% of Americans own a cell-
phone of some kind [3]. Another study conducted by the Pew Research Center in 
January 2018 found 26% of American adults now report that they go online “almost 
constantly” [4]. In mobile Internet users, those using a smartphone, tablet, or other 
mobile devices, 83% of Americans surveyed used the Internet at least occasionally, 
and of that 83%, 89% go online daily, and 31% go online almost constantly [4]. The 
same surgery revealed that among younger adults, 39% of 18–29-year-olds now go 
online almost constantly, and 49% go online multiple times per day [4]. As PEDs 
have become increasingly common, people have become more interested in their 
effects on the brain. Studies of the brain have shown the technology to have addic-
tive qualities through the modulation of dopamine receptors [5].

Our smartphones and tablets make it possible communicating with others any-
where and anytime, nearly instantaneously. They can be used it to convey important 
information via voice or text; this applies to healthcare providers as well. Most 
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SMH CLINICAL PRACTICE GUIDELINE

Code of eConduct at the University of Rochester Medical Center

Guidelines are intended to be flexible.  They serve as reference points or recommendations, not rigid criteria.  Guidelines should
be followed in most cases, but there is an understanding that, depending on the patient, the setting, the circumstances, or other
factors, guidelines can and should be tailored to fit individual needs.

Reviewed: 8/12

Purpose:

1. To promote safe patient care through minimizing the distractions of eDevices (e.g. IPhone, Blackberry,
IPad, Laptops) in the workplace while allowing for optimal use of electronic support in the care and
treatment of patients and families.
Promote professionalism and the positive perception that patients and families have of clinicians at SMH.
Ensure confidentiality of protected health information
Clarify the expectations for all staff so that they can monitor themselves and their colleagues regarding
eDevices conduct and provide constructive feedback/enforcement of the Standard Practices in order to 
promote ICARE PFCC values and objectives.

2.
3.
4.

A.   Minimal Standard Practice for use of eDevices:

� All devices, including but not limited to Smart phones and cell phones, other than hospital issued
pager/urgent on-call communication devices should be in “silent” mode whenever in a patient room or
discussing patient information with the patient/family
Clinicians will refrain from using computers and eDevices at clinical work stations to conduct personal
business.  Use of computers and eDevices for necessary personal use is allowable in break room/break 
areas out of view of patients and families. (Please refer to the SMH electronic device use policy)
Use of personal and business eDevices in the clinical setting for collection and transmission of protected 
health information will be done through approved, secure networks in accordance with University of
Rochester Medical Center HIPAA policiesi. Protected health information (PHI) transmitted through or to 
secured business eDevices will not be stored on personal eDevices.

�

�

B. Optimal Practice for use of eDevices:

� Rounding: Departments should  create guidelines that provide clear delineation of roles for clinicians when
rounding, including use of eDevices.
The Senior most rounding clinician (Round Leader) is in the primary role of communicating with the
patient and teaching others during rounding.  As such, the leader should refrain from computer and/or
eDevice use while in patient rooms with the exception of using eDevices during the course of teaching or 
explaining to the patient and family their diagnosis and plan of care.
Clinicians should introduce the function and use of eDevices for medical management to patients and
families upon admission and when first introducing themselves to the patient and family.
Clinicians should have a separate eDevice or device with the technology that allows for the separation of
work related and personal communication.  Work issued phones/blackberries, computers and “smart” 
devices, etc. should not be used for personal use in patient care and clinical work areas.

�

�

�

History:

7/12
8/12   

Developed by team led by Chief Quality Officer
Approved by Clinical Council

SMH HIPAA Privacy Policies: OP 29, OS 2, OS 8, OS 9
SMH Policy 6.2
Papadakos PJ. Electronic Distraction: Unmeasured Variable in Modern Medicine. Anesthesiology News, 2011;27:11.
Smith T, Darling E, Searles B. 2010 Survey on cell phone use while performing cardiopulmonary bypass. Perfusion, 2011:26(5);375-
380.
Halamka J. Order interrupted by text: Multitasking mishap. AHRQ Agency for Health Care Research and Quality US Department
of Health and Human Services. Web M+M, December 2011
Westbrook JI, Woods A, Rob MI, Dunsmuir WT, Day RO. Association of interruptions with an increased risk and severity of medication
administration errors. Arch Intern Med. 2010;170:683-690.
American College of Surgeons [ST-59]. Statement on use of cell phones in the operating room. Bulletin of the American College of Surgeons.
Vol. 93, No. 9, September 2008.

Fig. 15.1 URMC guideline
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healthcare providers are responsible for the clinical care for many patients simulta-
neously, and part of maturing in practice is to learn to prioritize which tasks for 
which patients are most urgent and attend to those first. PEDs can be a useful tool 
for communicating with colleagues who are in different clinical locations. For 
example, when a physician texts colleagues about current patient status shortly 
before beginning a sterile procedure (and unavailable during that time), it allows the 
colleague to prepare to temporarily assume care of one’s patients, thereby maintain-
ing efficient continuity of care. This is particularly important in information-dense 
locations like the intensive care unit (ICU) and the operating room (OR) where 
patients are high acuity and conditions are constantly changing. It is a highly conve-
nient, even essential way to keep all the players on the healthcare team updated, 
thereby aiding in patient cross-coverage, particularly in information-dense locations 
(the ICU, the OR). Furthermore, PEDs can provide instant answers about the most 
current information to guide clinical decision making through the use of medical 
applications like UpToDate, which you can then share with colleagues with the 
intent of enhancing patient care. PEDs allow both physicians and patients to access 
electronic medical records from anywhere at any time.

But like so many things in life, PEDs present a mixed blessing in healthcare. The 
spread of information intended to be helpful can turn into a barrage from disparate 
sources (nursing staff, pharmacy, transfer centers, hospital operator, the ED, radiol-
ogy, etc.) about different patients, often all at once. This creates a higher-level chal-
lenge to prioritize clinical urgency and act accordingly. In an age where 
communication is near instantaneous, there is an underlying expectation to receive 
an immediate answer to a text or phone call, and if that is not forthcoming, for what-
ever reason, it may create confusion, lead to disgruntled feelings, and place a strain 
on working relationships. The cumulative effect is a risk of creating an environment 
where healthcare providers are burdened with the expectation to always be “on,” 
which may lead to feelings of overwhelm and frustration, a precursor for profes-
sional burnout. Ironically, this may lead to increase usage of PEDs as a distraction, 
providing a mental break for the user, and may or may not impact patient care [1]. 
Another risk to consider is when protected health information (PHI) is accessed or 
communicated using PEDs, it creates a vulnerability for the unintended release of 
that information. While the intent may have been to provide better patient care, if 
that information inadvertently is seen by someone who has no need to see it without 
the consent of the patient, it is still a Healthcare Information and Portability and 
Accountability Act (HIPAA) violation, for which the healthcare provider is liable. 
Examples of unintended, unauthorized disclosure include when the sender mistypes 
the intended recipient’s number and the information goes to a random number or if, 
unbeknown to the sender, an outside party is able to observe information via hack-
ing or spyware.

Most if not all cell phones contain an integrated microphone and speaker and a 
recording application pre-installed at the factory. There are many free or low-cost 
applications of varying sophistication designed for recording. This technology 
makes it very easy for anyone in possession of a smartphone to make recordings. 
While conversations in the healthcare setting were once reasonably considered 

P. J. Papadakos and T. M. Ingham



357

private and confidential, given the ubiquitous nature of PEDs with recording capa-
bilities, that is no longer the case. In one case in Virginia, a patient (who was a 
lawyer) while under general anesthesia with a natural airway used the recording 
application on his cell phone (which he activated prior to entering the patient care 
area) to record the conversations of the healthcare team before, during, and after his 
procedure without the knowledge or consent of the healthcare team. He recorded 
the conversations of the procedure room staff without their consent, and since he 
was unable to give consent while under anesthesia, thus essentially made secret 
recording of a third-party conversation, which would appear to be in violation of 
federal and state wiretapping laws. The patient later successfully litigated a mal-
practice suit against the healthcare team members, not because the medical care was 
substandard in any way (there was no adverse outcome for the patient). As the 
patient was not expected to be a participant in a conversation, and awareness under 
general anesthesia is a very rare event, the healthcare team appeared to have a rea-
sonable expectation of privacy. Further, there was no proof other than the plaintiff’s 
word that the recording was not altered; nonetheless the recording was allowed into 
evidence. Finally, if the patient is the original owner of the recording, there is noth-
ing preventing him/her from publicly releasing recordings which may subsequently 
find their way into social media or other websites, for example, physician rating 
sites, as well as other wide-reaching publication modalities (television, print news-
papers). Operating from the baseline assumption that you are being recorded (and 
the recording may be published for consumption by the public) will help develop a 
higher level of mindfulness in choosing one’s words and actions. This problem may 
be compounded if information regarding other patients is inadvertently captured on 
a recording or even later released publicly. This release could be construed as a 
HIPAA violation on an entirely different patient.

Physicians and other healthcare providers are bound ethically and legally to 
maintain patient confidentiality. The 1996 Health Insurance Portability and 
Accountability Act (HIPAA) is legislation prohibiting unauthorized disclosure of 
protected health information (PHI). However, there are no such constraints on 
patients; they are free to share their own PHI at any time with whomever they wish 
and may even do so in a highly public forum such as social media accounts.

The legality of secretly recording conversations with others varies widely from 
state to state. Many states have one-party consent laws, meaning so long as one 
person (the recorder) in a conversation consents to making the recording, it is legal, 
even if the other party is unaware of and does not consent to the recording [2, 6]. 
The only legal requirement is that one person, the recorder, must give consent to the 
recording (one-party consent). Only a few states, such as Florida, require both par-
ties to agree to recording a conversation (two-party consent). According to the 
Digital Media Law Project, “regardless of whether state or federal law governs the 
situation, it is almost always illegal to record a phone call or private conversation to 
which you are not a party, do not have consent from at least one party, and could not 
naturally overhear” [6].

While many healthcare facilities and offices have policies banning the use of 
PEDs in clinical areas, and post signs forbidding recordings in these areas, because 
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PEDs are small and easily hidden, these are difficult to enforce. Some suggest these 
policies and signs may even encourage covert recordings [2, 7]. A suggested poten-
tial advantage of recording a clinical encounter is that it may help patients improve 
compliance and better adhere to treatment plans through relistening to the recording 
at a later time. Knowing one is or may be recorded makes many uncomfortable and 
has the potential to not only alter but degrade the patient-physician relationship by 
damaging trust and creating a barrier to open honest communication between both 
parties. Physicians may quite understandably question the motives of a patient for 
making such a recording, especially a secret one. The physician may start to ques-
tion their clinical decision making and order more tests as a strategy to practice 
“defensive medicine,” ultimately driving up healthcare costs [7].

In the age of Press-Ganey scores, healthcare systems are constantly trying to 
improve and maintain a positive public image, including online. Many scholarly 
articles exist which attempt to quantify factors which influence patient selection and 
loyalty of patients to healthcare providers and facilities. The theory of perceived 
quality, discussed in business and retail literature, would seem to now apply to 
healthcare. In essence, this theory suggests perceived quality is a measure of the 
consumer belief, and one can then infer perceived healthcare quality is directly 
related to patient perception and beliefs. For better or worse, healthcare is now, at 
least in part, a marketplace. Given the competitive nature of this marketplace, and 
its impact on profit, there is tremendous fear of receiving or even being associated 
with “bad publicity.” With the use of PEDs, everyday personal and private conversa-
tions can be perceived in ways that create varying patient perceptions, the impact of 
which can be exponentially increased by publication online. Accurate or not, once 
out on the Internet, it is nearly impossible to remove. In the everyday healthcare 
work environment, patient perceptions are likely affected by the disclosure of con-
versations about medical information or casual conversations with others.

The phrase “freedom of speech” in the first amendment of the constitution gener-
ally means citizens have a guaranteed right to speak openly without government 
interference or reprisal. It does not, however, guarantee any words uttered will be 
without consequences. In fact, there can be severe impacts in other areas of life, 
particularly in today’s environment of rapid, even near instantaneous communica-
tions via the Internet. For example, losing one’s job and one’s employability may 
result. Public shaming practices, like public stocks, fell out of favor in the eigh-
teenth century, labeled as cruel and unusual punishment. Yet with the rapid growth 
of the Internet and social media, humiliation tactics have experienced a digital 
revival. Many authors have written on this topic; Jon Ronson gives several detailed 
examples of this in his book entitled So You’ve Been Publicly Shamed.

Multiple forums exist online where the public can publicly voice their opinion on 
physicians. From Google to dedicated rating websites such as vitals.com and health-
grades.com, any person can write nearly anything about a physician. The quality 
and accuracy of these websites vary greatly. In many cases, “reviews” are not 
reviewed by the site administrators at all, and further these website administrators 
are under no legal obligation to do so. The Communications Decency Act, enacted 
in 1996, is legislation intended to restrict free speech on the Internet, with particular 
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regard to pornography. Section 230 of the act provides immunity from liability to 
Internet service providers, website hosts, and bloggers for posting third-party com-
ments. While Congress intended for these entities to police their sites for criminal 
activity, there is no legal incentive to do so, and no legal consequences for allowing 
comments, even ones that are false or constitute a crime on their websites. Such rat-
ings may be anonymous, and in some cases the “reviewer” does not need to provide 
any user information such as name, email address, or contact information, nor is the 
user required. The website hosts are under no obligation to ensure the information 
posted is truthful. The situation becomes even more complicated for physicians who 
are constrained by HIPAA obligations. A physician cannot even respond to negative 
or false comments because of privacy concerns, nor is it professional to engage in 
an argument in a public forum. Unfortunately, the general public has no way to 
verify truthfulness or accuracy and may well believe what’s written, even if false. 
With the viral nature of the Internet, a single post can be reposted in multiple places 
and spread exponentially.

There is very little recourse for a physician to not only have these comments 
removed but to identify and punish the perpetrator. Typically, these sites will pub-
lish a user agreement that, in general, says the user agrees to write truthful informa-
tion based on personal experience with the physician rated and further agrees not to 
post defamatory information or otherwise act in an illegal fashion. But again, since 
the website is not liable for what other people post, there is no incentive to verify the 
accuracy of information. Contacting the website administrators with a request for 
removal may be successful and should be the first move of a physician who finds 
themselves in this position. To identify an anonymous user is more difficult and 
most likely would require a lengthy and expensive legal procedure, and may or may 
not be successful. Social media and websites are sometimes used to harass individu-
als (cyber-harassment and cyberbullying), and physicians are no exception. Cyber- 
harassment may spill over into reality, creating a threat to personal safety, particularly 
for women. The social, reputational and professional, psychological, and financial 
impacts (loss of employment and employability, legal costs) of negative publicity 
can be devastating and last for years.

The healthcare landscape is constantly changing, and it is clear PEDs are well 
entrenched in our professional lives. Navigating this new landscape presents signifi-
cant challenges. With the ubiquitous availability of personal recording and video 
devices integrated into nearly every aspect of personal and professional life, it 
becomes increasingly complicated to successfully navigate between the personal 
privacy of the patients and healthcare providers. As technology and social media 
advances, there is a lack of understanding of the implications of the public percep-
tions on healthcare providers. Healthcare providers are bound by distinct laws per-
taining to confidentiality and the disclosure of patient information, specifically 
HIPAA laws, yet patients, their families, and other non-physicians with access are 
not, nor do they have any training or education in the consequences of their actions. 
Family members posting pictures from inside the ICU, including pictures of staff 
members without permission, even when the intent is benign intrudes upon the pri-
vacy of the staff and the patient. It is a slippery slope; staff members posting to 
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social media pictures of themselves with families, even when the intent is innocu-
ous, risks disclosing information that may be used to identify a patient. PEDs create 
a unique and murky environment that leaves the clinician and the patient at risk for 
loss of privacy. Whether it is a private conversation between staff members regard-
ing a patient and their care within a closed, private work environment or a recording 
of clinical conversations with patients and their families of direct patient care, there 
is high risk for damage to personal privacy all around. In recent years, healthcare 
entities have begun to issue policies on electronic etiquette with the goal of prevent-
ing distraction that may be detrimental to patient care and to prevent problems 
related to recordings/videos/photos published online for the world to view. The cli-
nician must be cognizant and understand how PEDs create an environment that can 
quickly become a quagmire with regard to patient and personal privacy.

We make the following recommendations for both clinicians and healthcare 
organizations to consider incorporating into their practices:

 1. Use good situational awareness. Understanding there is always the potential to 
become distracted or to be recorded is the first step in minimizing this problem. 
Always speak and act as if you are being recorded for widespread public broad-
cast. Considering ahead of time the consequences of how one’s words and 
actions may be perceived, misunderstood, or taken out of context, compounded 
by how quickly this misperception (accurate or not) can spread and remain pub-
lic forever may seem dramatic but will help one choose to speak in and act in a 
disciplined fashion.

 2. Avoid the temptation to text other healthcare team members on one’s personal 
smartphone. While it is a highly convenient, and in some ways even an essential 
way to keep all members of the healthcare team updated, this puts the user at risk 
for inadvertent disclosure of PHI. Safer options include using a hospital-issued 
device, ideally secured by the information technology (IT) department. Another 
safer option is to use only encrypted applications approved by and installed on 
one’s personal PED by the hospital IT department. The safest option is to not use 
one’s personal PED at all to access PHI and to avoid using it in clinical areas.

 3. Healthcare organizations should continue to institute policies outlining disci-
plined electronic etiquette with the goals of preventing distraction detrimental to 
patient care and preventing problems related to unauthorized recordings and/or 
their inappropriate disclosure. Organization-wide policies may necessarily be 
general, and efforts should be made by the department leadership to tailor poli-
cies and address the specific needs of their clinical locations as these needs may 
be significantly different (i.e., what is useful in a primary care office may be 
impossible in the ICU). The curriculum must be geared toward professionals 
from all aspects of healthcare (physicians, nurses, therapists, technologists, etc.) 
and should occur at the time of initial clinical orientation and be continually 
updated on at least an annual basis. This could be done in the form of a continu-
ing medical education lecture or an online computer-based training.

 4. Regardless of potential advantages, the best course of action is to prohibit any 
recordings of clinical encounters by patients. If a patient asks to record a conver-
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sation, an alternative is offering the patient paper and pen to use for notes and 
then at the end of the encounter going over those notes together to ensure correct 
understanding [8]. Another alternative, if the physician is comfortable with it, is 
to allow the patient to record a specific portion of the conversation in which the 
physician addresses the instructions the patient wishes to reference in the future 
[8]. This fosters open and honest communication between both parties while 
avoiding negative feelings that damage the clinical relationship.
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Chapter 16
The Laws of Professional Negligence: 
What Is Malpractice – And How Does 
Litigation Work?

James E. Szalados

 Introduction

A “tort” is an English Common Law term for a civil wrong whereby an act or omis-
sion gives causes injury or harm to another and for which the courts will impose 
liability. “Tort” is the old Norman word for a “wrong.” Torts include, for example, 
negligence, trespass, defamation, invasion of privacy, assault, battery, false impris-
onment, conversion, product liability, and negligent or intentional infliction of emo-
tional distress. The notion of torts is founded in principles of ethics and morality and 
therefore based on philosophies of normative behavior addressing issues such as 
justice, rights, and duties. The aim of the legal system, in addressing a tort, is to 
compensate the injured party, impose civil liability on those responsible, and deter 
others from committing similar actions. Torts, by definition, require that the plaintiff 
demonstrate a compensable harm, for which the judicial system can provide relief 
through compensation. Since torts are civil causes of action, they are differentiated 
from criminal actions, or crimes, which are governed by criminal statutes and where 
the judicial system can impose more than monetary compensation.

Thus, medical malpractice lawsuits are generally filed in state courts and are 
governed by state statutes and, generally, state case law (precedent). Nonetheless, 
federal courts may have jurisdiction if (1) there is a diversity of citizenship (between 
states) as between the parties; or (2) the Federal Torts Claims Act applies. The 
Federal Torts Claim Act (FTCA) [1] applied to medical malpractice lawsuits can be 
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filed against physicians working at medical facilities operated by the federal gov-
ernment including, for example, the Veterans Administration. Through the FTCA, 
eligible Health Resource Services Administration (HRSA)-supported health centers 
may be granted medical malpractice liability protection with the federal govern-
ment acting as their primary insurer; employees and eligible contractors are consid-
ered federal employees and are immune from lawsuits for medical malpractice, and 
the plaintiff must bring suit against the US Government. Nonetheless, even where 
the care is filed in federal court, substantive issues of law including the applicable 
standard of care are governed by state law.

Unintentional torts are differentiated from (a) intentional torts and (b) strict lia-
bility torts such as product liability. The civil laws relating to negligence are based 
on the statutes and case law; these laws may be similar but also can vary substan-
tially and substantively between the states. “Negligence” is the most common form 
of unintentional tort in which an actor fails to “behave with the level of care that 
someone of ordinary prudence would have exercised under the same circumstances” 
[2]. Thus, “reasonable care” is fundamental to the concept of negligence, since 
notions such as “reasonableness” and “ordinary prudence” can be verified through 
either testimony and/or judgment of one’s of peers. A negligent act may be either 
one of affirmative commissions of an act or failure to act when there is a duty or 
obligation to do so. The concept of duty represents a legal conclusion pertaining to 
relationships between individuals and determined by the specific circumstances 
under consideration [3]. Fundamental to the concept of duty is a foreseeability of 
harm. If there is a foreseeability that one’s action (or inaction) may result in harm, 
then one owes a “duty of reasonable care.” Not all risks are reasonably foreseeable; 
for example, “when determining whether a danger is foreseeable, we ‘look at 
whether the specific danger was objectively reasonable to expect, not simply 
whether it was within the realm of any conceivable possibility’” [4].

In general negligence, the issue is then a general duty to act in such a way to 
reasonably prevent reasonably foreseeable harm to others; however, in the case of 
professional negligence, the duty is imposed by virtue of professional standing and 
fiduciary relationship.

A profession is an “occupation whose core element is work based upon the mas-
tery of a complex body of knowledge and skills. It is a vocation in which knowledge 
of some department of science or learning or the practice of an art founded upon it 
is used in the service of others. Its members are governed by codes of ethics and 
profess a commitment to competence, integrity and morality, altruism, and the pro-
motion of the public good within their domain. These commitments form the basis 
of a social contract between a profession and society, which in return grants the 
profession a monopoly over the use of its knowledge base, the right to considerable 
autonomy in practice and the privilege of self-regulation. Professions and their 
members are accountable to those served and to society.” [5] Thus, a profession is 
grounded on knowledge that generally is acquired through prolonged specialized 
education and training, accompanied by a certification of formal qualifications, and 
is held by society to maintain the highest standards of fiduciary obligations towards 
clients or patients.
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Where the unintentional tort of negligence involves professionals engaged in the 
exercise of professional conduct, a negligent act is referred to as “professional neg-
ligence” or, more commonly “professional malpractice.” Where the profession at 
issue is medicine, the professional negligence is referred to as medical 
malpractice.

A claim of medical malpractice can be predicated on various theories: (1) depar-
ture from the standard of medical care; (2) absence of informed consent; (3) respon-
sibility for the actions of others under one’s supervision and control (vicarious 
liability; respondeat superior; or negligent supervision); or (4) patient abandon-
ment. Once again, the laws relating to medical malpractice are based in statutes and 
case law; these laws may be similar but also can vary substantially and substantively 
between the states [6].

 The Requisite Elements of a Cause of Action 
for Medical Malpractice

The term “prima facie” refers to the Latin term “at first sight” and is used in the legal 
context to denote circumstances, which at first blush, or initial examination, seems 
to support a rebuttable basis for a cause of action. A rebuttable presumption is one 
which appears to be true and sufficient on its face to support a conclusion but is 
nonetheless subject to offers of proof which may contradict or disprove it. Thus, 
“since a presumption is an assumption of fact accepted by the court until disproved, 
all presumptions are rebuttable” [7]. A cause of action is a set of legal facts upon 
which a legal action may properly be initiated and, at least preliminarily, sustained. 
A civil cause of action can arise from an act, an omission, a failure to perform a 
legal obligation such as a contracted duty, a breach of duty, or an interference with 
another’s right. The cause of action is the grounds for a complaint, and therefore, the 
basis for a legal right to initiate a lawsuit. Initiation of causes of action requires that 
each of the elements upon which that cause of action is predicted be alleged as true 
buy one who brings the action (the “plaintiff”) against another (the “defendant”). In 
some circumstances, the facts or circumstances which entitle a plaintiff to seek judi-
cial relief may create more than one cause of action.

Legal redress for a cause of action is through a lawsuit. A lawsuit is initiated 
through a formal presentation of legal papers (“pleadings”) filed in court by the 
plaintiff, alleging that he or she was harmed, through the cause of action, and 
requesting judicial intervention to provide relief. Pleadings serve to (1) describe the 
alleged facts which support the cause of action; (2) give notice to the defendant 
regarding a pending lawsuit; (3) specify the relief that is being sought; and (4) facili-
tate the efficiency of the legal process. Traditionally, the summons and complaint 
are considered as the initial pleadings; however pleadings also include every other 
supporting legal document filed in a lawsuit including motions, petitions, answers, 
demurrers, and memoranda of law.
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A summons and complaint are together one type of pleading which is filed in the 
court of jurisdiction and which both initiates the lawsuit and also informs the defen-
dant of the lawsuit, containing, in general, (1) the legal basis for the court’s jurisdic-
tion over the matter and the defendant; (2) the cause of action from which the claim 
or claims are derived; (3) a concise description of the claim or claims of the claim 
itself; (4) the relief being sought; (5) the person claiming relief; (6) and a demand 
for judgment, or a “prayer for relief.” Technically, the compliant initiates the law-
suit, and the summons provides notice of service and specifies a date for a court 
appearance. The format for the service of pleadings varies by jurisdiction; in most 
jurisdictions the two documents are served together, although this is not always the 
case. An important purpose of the complaint is to provide the defendant with notice 
so that he or she can initiate the process of defending against the claim. For exam-
ple, under contracts for medical malpractice insurance, the insurer must be immedi-
ately informed of the receipt of pleadings, so that timely answers to the allegations 
can be formulated and formally submitted in defense of the complaint. The time 
period in which the answers to a summons and complaint are due, vary by jurisdic-
tion and by circumstance, but may be as short as 20  days. In the event that the 
defendant does not file an answer to a summons and complaint with the court in the 
statutorily defined time period, a summary default judgment may be entered against 
the defendant who has thus lost the right to defend his or her case in court.

The manner in which a defendant receives his or her “notice” through delivery 
and receipt of the summons and/or complaint (“service of process”) is extremely 
important and can have a significant bearing on the validity of the subsequent law-
suit. Proper notice regarding a lawsuit is required by constitutional due process and 
governed by federal and state rules and regulations. Potential defendants should 
keep track of the exact circumstances surrounding the service of process since these 
may later help in defense of the lawsuit.

A lawsuit alleging medical malpractice must be filed with the court within a 
statutorily prescribed time period, the statute of limitations. Each type of civil cause, 
and some criminal actions, is governed by a specified statute of limitations. The 
statute of limitations begins to run at the time that the cause of action occurred and 
runs until the pleadings seeking relief for such action are properly filed in court. If 
a lawsuit is filed (“commenced”) after the statute of limitations has fully run (“run 
out”), the lawsuit is considered “time-barred,” and the court no longer has jurisdic-
tion over the matter. Failure to timely commence or file a lawsuit is potentially 
professional legal malpractice attributable to the plaintiff’s attorney.

In general, the elements required to support a prima facie cause of action alleging 
medical malpractice are as follows: (1) the professional duty owed to the patient; (2) 
the breach of such duty; (3) injury caused proximally by the breach of duty; and (4) 
monetary damages (Table 16.1). “If the circumstances supporting a theory of negli-
gence are of greater weight than the evidence supporting the theory of no negli-
gence, then it becomes a question of fact for the jury to determine whether or not the 
cause of the injury was the negligence alleged” [8].
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 Duty

There are many ways in which a provider or health system owes a legal duty to the 
patient. First, there is a fiduciary duty arising by virtue of an established patient- 
provider relationship. Fiduciary duties arise from the inequality of knowledge, 
training, and experience that the professional applies to his or her services on behalf 
of the patient; because of the provider’s standing as a professional and the inequality 
of understanding, the patient must place his or her trust in the provider. The usual 
fiduciary duties involve (1) the duty of loyalty and (2) the duty of care. There can be 
no duty in the absence of a demonstrable patient-provider relationship; however, 
such a relationship has been increasingly broadened.

In the 1901 case of Hurley v. Eddingfield, the Supreme Court of Indiana opined 
that “the State does not require, and the [medical] licensee does not engage, that he 
will practice at all or on other terms than he may choose to accept” [9], thereby find-
ing that a patient-provider relationship exists only when both parties consent to and 
accept their obligations and roles within the therapeutic relationship. A provider has 
no obligation to treat all comers, unless the provider meets certain criteria such as 
an employed provider or on-call provider treating emergencies.

On the other hand, in Mead v. Adler, a patient presented to an emergency depart-
ment where an on-call neurosurgeon was consulted for the patient’s possibly evolv-
ing cauda equina syndrome, the neurosurgeon examined the patient and 
recommended that she be admitted but determined that surgery was not needed; in 
the interval between the initial presentation and the subsequent deterioration, the 
neurosurgeon did not re-examine the patient since he did not believe that a patient- 
provider relationship had been formed. The issue in Mead v. Adler was whether the 
circumstances of that communication gave rise to a physician-patient relationship 
between the defendant and plaintiff. The court opined that “in the absence of an 
express agreement by the physician to treat a patient, a physician’s assent to a 
physician- patient relationship can be inferred when the physician takes an affirma-
tive action with regard to the care of the patient” [10].

Thus, opinions rendered, even without other interventions, may create a relation-
ship; such is also the issue with informal curbside consultations (also known as 
“sidewalk,” “elevator,” or “hallway” consults which are informal consultations 
between often sharing thoughts on complex cases and sometimes even seeking 
informal suggestions regarding patient management). The general rule has long 
been that “a physician who gives an ‘informal opinion,’ however, at the request of a 
treating physician, does not owe a duty to the patient because no physician-patient 
relationship is created” [11].

Table 16.1 Elements of 
medical malpractice

Duty
Breach
Proximate causation
Damages
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However, in the 2019 case of Warren v Dinter, a patient, Susan Warren, was 
evaluated by a nurse practitioner (NP) in the outpatient facility of the Essentia 
healthcare system in Minnesota where the NP determined that the patient probably 
had a serious infection and should be admitted to the hospital and by following a 
standard procedure called a hospitalist Fairview Hospital. The hospitalist never 
examined the patient, accessed the patient’s medical record, or charged for the con-
sult but determined that the patient did not need hospitalization. The NP accepted 
the recommendation of the hospitalist and sent the patient home where she died 
3 days later of sepsis caused by an untreated staphylococcal infection. At trial, the 
trial court granted summary judgment to the hospitalist, opining that a patient- 
provider relationship had not been established. The court of appeals affirmed. The 
case was then further appealed to the Minnesota Supreme Court which reversed the 
lower courts’ decisions, noting that a physician-patient relationship is not a neces-
sary element of a claim for professional negligence, holding that (1) a physician 
owes a duty of care to a third party when the physician acts in a professional capac-
ity and it is reasonably foreseeable that the third party will rely on the physician’s 
acts and be harmed by a breach of the standard of care and (2) it was reasonably 
foreseeable that the patient in this case would rely on the hospitalist’s acts and be 
harmed by a breach of the standard of care [12]. Thus, at least in a minority of states, 
informally consulted clinicians may be liable for negligent advice. The American 
Medical Association has issued a memorandum calling out the Dintner case “abu-
sive litigation against physicians” and “very unfavorable” [13].

Where a patient-physician relationship is established, the physician has an ethi-
cal and legal duty to continue care. In general, “abandonment” occurs when the 
relationship between physician and patient is terminated either (1) at an unreason-
able time or (2) without affording the patient time to find a qualified replacement 
[14]. Patient abandonment is often actionable not only under malpractice laws but 
also under state disciplinary statutes governing the practice of medicine.

The second element of duty is the “duty of reasonable professional care to the 
patient” or “duty to practice in accordance with prevailing standards of care.” The 
definition of the standard of care is complex and varies by jurisdiction. In the 1860 
case of Richie v West, then defense attorney Abraham Lincoln defended a physician 
and in which the court stated that “[w]hen a person assumes the profession of physi-
cian and surgeon, he must…be held to employ a reasonable amount of skill and 
care” [15]. The traditional standard of care for physicians is to exercise “the degree 
of care and skill that a physician or surgeon of the same medical specialty would use 
under similar circumstances” [16]. The standard of reasonable professional care is 
generally that of a “reasonably prudent” physician [17].

Medical malpractice is a legal fault by a physician arising from a failure to pro-
vide the quality of care required by law. When a physician undertakes to treat a 
patient, he or she assumes an obligation, contract, or duty, enforceable at law, to use 
minimally sound medical judgment and render minimally competent care during 
the course of the provision of care. Physicians do not guarantee recovery or success. 
If a patient sustains an injury because of a physician’s failure to perform that duty, 
the physician may be liable for damages. A competent physician is not liable per se 
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for a mere error of judgment, mistaken diagnosis, or the occurrence of an undesir-
able outcome or result [18].

Traditionally, when defining the applicable standard of care, courts would rely 
on the standard established in the case of Small v. Howard, that the standard to be 
applied in a particular case was that prevailing within the particular locality where 
the alleged tortious act took place: the “locality rule” [19]. Specifically, the “locality 
rule” recognizes “as a rule of substantive law that a physician is bound to bestow to 
each patient such reasonable and ordinary care, skill, and diligence and to exercise 
such good medical judgment as physicians and surgeons in good standing in the 
same neighborhood or locality, in the same general line of practice, ordinarily have 
and exercise in like cases” [20].

Through the rise of national medical organizations and national board certifica-
tion bodies and in accordance with increased mobility of physicians and their prac-
tices throughout the United States, physicians became responsible for adhering to a 
national standard of care as applicable to their specialty and/or subspecialty. 
Although the majority of jurisdictions have abandoned the “locality rule,” the states 
of Arizona [21], Idaho [22], New  York [23], Tennessee, Virginia [24], and 
Washington [25] continue to rely on the locality rule. In all, 29 states and the District 
of Columbia have adopted a national standard of care, whereas 21 states maintain a 
version of the locality rule, in which the standard of care by which a physician is 
judged is the standard of care in a particular locality [26]. The State of Louisiana 
uses a “modified locality rule,” whereby general practitioners are held to a commu-
nity standard and whereby specialists are held to a national standard of care. A 
normative approach to defining the standard of care requires a formal definition of 
how a reasonable physician would have done under the circumstances.

One problem with the locality rule is that where malpractice is alleged within a 
small community, the expert witnesses necessary to establish the prevailing local 
standard of care would need to come from the accused physician’s community peers 
[27], potentially or practically immunizing any physician in that community from 
liability [28]. Thus, the locality rule may jeopardize the application of basic princi-
ples of justice on behalf of patients who are harmed as a result of suboptimal local 
care standards.

Nonetheless, a core validity to the concept of local standards of care may rest 
within the notion of resource availability, based on the circumstances and the avail-
ability of resources, treatment options, and equipment. In such cases, the determina-
tion of the standard of care may need to include an analysis of the feasibility and 
options for the transfer of patients to a “higher level of care.”

On the other hand, under a competence-based national standard of care, physi-
cians “may with reason and fairness be expected to possess or have reasonable 
access to such medical knowledge as is commonly possessed or reasonably avail-
able to minimally competent physicians in the same specialty or general field of 
practice throughout the United States, to have a realistic understanding of the limi-
tations on his or her knowledge or competence, and, in general, to exercise mini-
mally adequate medical judgment. Beyond that, each physician has a duty to have a 
practical working knowledge of the facilities, equipment, resources (including 
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personnel in health related fields and their general level of knowledge and compe-
tence), and options … reasonably available to him or her as well as the practical 
limitations on same” [29].

In 1923, the landmark case of Frye v. United States [30] established that the 
admissibility of scientific evidence required “general acceptance” in the scientific 
community, leading to the possible use of medical treatises under this condition of 
admissibility. Frequently the issue of admissibility of treatises, textbooks, journal 
articles, or other published material arises when discussing the standard of care; in 
general, such material, in itself, is generally not admissible to prove the standard of 
care, under the hearsay rule of evidence, since the author is not usually present to 
verify the statements directly. Nonetheless, clinical practice guidelines (CPGs), 
including algorithms, statements, and protocols, are increasingly considered by 
many to represent persuasive outlines of “best practices” to be at least considered 
during individualized clinical decision-making [31]. Electronic medical records are 
also increasingly incorporating decision support. In general, although guidelines are 
frequently referred to as “standards” they are not in themselves considered to repre-
sent legal “standards of care, since, arguably, it is individualized medical judgment 
rather than ‘cookbook medicine” that drives individualized clinical decision- 
making. In addition, guidelines are frequently updated or revised; and, different 
societies within the same specialty may publish conflicting guidelines. Finally, 
CPGs may be authored for nonmedical reasons such as utilization review or claims 
management and therefore are designed to meet the needs of a drafting organiza-
tion, rather than defining a true clinical standard of care [32].

Nonetheless, in some circumstances, guidelines may be, and have been, intro-
duced as “learned treatises” and bypass the hearsay rule. Thus, CPGs may be used 
to bolster the testimony of an expert witness, impeach an expert witness, defend a 
physician for following the document as the standard of care or to suggest physician 
deviance from the document as deviance from the standard of care [33]. Arguably, 
CPGs have had a greater effect by the plaintiff’s bar for inculpatory evidence than 
by the defense as an exculpatory standard [34]. Treatises such as CPGs may also be 
admissible as demonstrative evidence if defendant physicians relied on such guide-
lines when rendering medical treatment.

In 2006, the New York Court of Appeals decided Hinlicky v. Dreyfuss [35], a case 
in which a patient underwent a successful carotid endarterectomy but suffered a 
postoperative myocardial infarction and died 25 days later. The plaintiff’s cardiol-
ogy expert witness asserted that as a “mandatory minimum,” the patient should have 
had a preoperative cardiac stress test. At trial, the defendant anesthesiologist testi-
fied at length regarding his deliberate adherence to the American Heart Association 
(AHA)/American College of Cardiology (ACC) guidelines which represented an 
algorithm (“a link in the chain of data”) on which he relied for his decisions regard-
ing preoperative cardiac testing. The value of the AHA/ACC exhibit was under-
scored when all defense experts agreed that the algorithm not only “represented the 
standard of care’ but actually represented the “state of the art.” The court subse-
quently ruled in favor of the physician; however, the case was subsequently appealed 
to New York’s highest Court of Appeals. The verdict for the defense was upheld 
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where the court recognized that clinical practice guidelines represented “systemati-
cally developed statements to assist practitioner and patient decisions about appro-
priate health care for specific clinical circumstances” and as “standardized 
specifications for care, either for using a procedure or for managing a particular 
clinical problem” [36]. The Court of Appeals ruled that it had been appropriate for 
the lower court to admit the guidelines into evidence, not for the purposes of defin-
ing the standard of care but to illustrate (for the jury and the court) the process of 
clinical decision-making used by the defendant physician in the care of the patient.

Medical judgment involves a careful balancing of factors that are both intuitive 
and data-based. Medical judgment embodies the art, training, and experience which 
become critical when complex decisions are made in clinical settings where data is 
incomplete or inconsistent. An error in judgment is, in itself, insufficient to sustain 
liability. The “error in judgment rule” maintains that malpractice cannot be predi-
cated solely on an error in judgment in choosing among different therapeutic 
approaches or in diagnosing a condition [37]. Physicians and other providers who 
choose between two reasonable alternatives (e.g., diagnoses, therapies, procedures) 
may be not liable where the documentation supports good medical care. “The art of 
healing frequently calls for a balancing of risks and dangers to a patient” [38]. The 
Canadian physician and one of the four founding professors of Johns Hopkins 
Hospital, Sir William Osler, expressed the uncertainty of medical practice stating 
both that “Medicine is a science of uncertainty and an art of probability” [39] and 
that “Errors in judgment must occur in the practi8ce of an art which consists largely 
of balancing probabilities” [40]. Nonetheless, the “error in judgment” and the 
“respectful minority” rules are increasingly being challenged [41]. The outcome of 
litigation in such cases will depend heavily on the documentation, and specifically 
the clinical reasoning memorialized in the medical record to support the reasonable 
weighing of alternatives at the time of decision-making.

 Breach

An allegation of medical malpractice will hinge on whether there was a deviation 
from the standard of care; such a deviation represents a breach (Table 16.2.)

Since a definition of the standard of care is outside the realm of knowledge pos-
sessed by laypersons, it must be established through the testimony of medical pro-
fessionals with expertise regarding the subject matters or expert witnesses. In a legal 
proceeding alleging medical malpractice, as in any civil action, the plaintiff had the 
burden of proof to establish the prima facie elements of the cause of action. In order 
to maintain a case through its initial stages (or withstand a motion for a directed 
verdict), the plaintiff must first qualify its medical witness as an expert; demonstrate 
to the court that the witness will assist the jury or judge in weighing the evidence; 
and, present the expert opinions in accordance with the rules of evidence. On the 
issue of breach, expert witnesses are called upon to offer proof regarding two issues: 
(1) opinion as to the relevant standard of care and (2) opinion as to the failure of the 
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defendant physician to conform to the standard of care. The plaintiff’s expert need 
not explicitly render an opinion as to whether the defendant physician actually com-
mitted “malpractice.”

The expert physician will be examined directly by the plaintiff’s attorney, during 
which time he or she will educate the court on the medical issues by answering 
open-ended questions at length, showing models or illustrations, and translating the 
medical terms and evidence into plain English. The expert will then under a cross- 
examination by the physicians’ defending attorney who will attempt to undercut the 
assumptions, credibility, substance, or reliability of the expert.

 Causation

Causation is the third element of a prima facie case of medical malpractice. In order 
to establish medical malpractice, it is necessary to prove, on a balance of probabili-
ties, that the breach of duty is directly caused by the alleged harm or injury. Legal 
proof of medical malpractice will next hinge on whether the deviation from the 
standard of care, or breach, directly caused the alleged injury. Causation is often 
more difficult to prove than is the breach in the standard of care. Proof of causation 
generally requires expert testimony. Causation may be proximate or actual. However, 
“To establish causation, the tortfeasor’s conduct must be both the cause in fact and 
the proximate, or legal, cause of the plaintiff’s injury” [42]. Causation is an issue to 
be determined by the jury.

Cause in fact, or factual causation, refers to injuries which would not have 
occurred “but for” the defendant’s actions. The “but for” test of causation requires 
the plaintiff to show that ‘“but for” the defendant’s negligent act, the injury would 
not have occurred.’ In other words, had the provider not been negligent, the patient 

Table 16.2 Examples of 
breaches of the 
standard of care

Failure to treat
Failure to diagnose, or misdiagnosis
Failure to timely diagnose or treat
Misreading or ignoring laboratory results
Unnecessary surgery
Surgical errors or wrong site surgery
Improper medication, route, or dosage
Poor follow-up or aftercare
Premature or unsafe discharge
Disregarding or not taking reasonable patient history
Failure to order proper testing
Failure to note symptoms
Failure to document allergies
Failure to warn
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would not have been harmed. “In all but those rare cases where two independent 
forces concur to cause an injury, causation, in fact, is evaluated through the familiar 
“but for“ test; that is, it must be shown that, but for the tortfeasor’s conduct, the 
injured party would not have been damaged” [43].

Some jurisdictions use the “substantial factor” test, as opposed to the “but for” 
test to establish factual causation. Under the substantial factor test, the court consid-
ers whether a defendant’s actions or omissions represent a substantial factor, or 
material factor, in causing injury [44].

The second facet of causation is proximate cause, which is often described as a 
limitation on liability, absolving those actors whom it would be “unfair” to punish 
because of the attenuated relation which their conduct bears to the plaintiff’s injury. 
Proximate cause is also referred to as “legal causation.” Here, if the court deter-
mines that a particular cause is an actual cause, the inquiry turns to whether that 
cause is also the proximate cause [45]. Proximate cause is a legal limitation on 
causation that basically indicates the defendant’s actions are the most likely cause 
of the plaintiff’s damages, requiring that the breach of duty be the primary cause of 
the injury. Legal causation is an essential element in the proof of negligence. Thus, 
even if a defendant’s action is established through the “but for” test as the cause of 
an injury, liability the defendant might not be liable for damages if the actions were 
not the proximate cause of the injuries.

Proximate or legal causation requires that the injuries be “foreseeable.” A defen-
dant in a negligence case can only be liable for those injuries which could have been 
foreseen to be a consequence of one’s actions. A breach may not be an initial action 
that results in an injury; similarly it may not be the last event that immediately pre-
cedes an injury. The proximate cause is a breach of duty with foreseeable 
consequences.

The classic case illustrating the importance of distinguishing between actual cau-
sation and proximate causation is Palsgraf v. Long Island Railroad Co., where a 
plaintiff standing on a railroad platform purchasing a ticket, was injured when the 
defendant dropped a package containing fireworks fell and the contents exploded. 
In brief, the facts of the case relate that the plaintiff, Mrs. Palsgraf, was standing at 
the end of a train platform waiting for a train at the Long Island Railroad Station 
when at the other end of the same platform, a man raced to board a departing train 
carrying a box of fireworks. That man jumped onboard the moving train but lost his 
balance and was assisted by railroad employees, both on the train and on the plat-
form, who both pushed and pulled at the man, to help him get on the train, during 
which time he dropped his package of fireworks which exploded. The noise of the 
exploding fireworks startled the crowd on the platform, causing one person to tip 
over a set of scales, which then landed on Mrs. Palsgraf, injuring her. Mrs. Palsgraf 
sued the railroad, claiming that the workers were at fault for her injury, by being 
negligent in their handling of the man who was clearly holding a package of fire-
works. The case went to the Court of Appeals of New York which reversed the rul-
ings of the lower courts finding that although there was evidence for the actual 
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cause, there could be no legal cause the railroad workers could not have possibly 
foreseen, that any passerby, in particular Mrs. Palsgraf, would be hurt as a result of 
their helped another train passenger board a train. Therefore, without proximate 
cause there could be no negligence [46].

The causal chain of causation can also be affected by intervening or superseding 
events and such events may affect a defendant’s liability. Jurisdictions vary as to 
whether they use the interning cause or the superseding cause. An “intervening 
cause” is a “separate act or omission that breaks the direct connection between the 
defendant’s actions and an injury or loss to another person, and may relieve the 
defendant of liability for the injury or loss” [47]. Similarly, in those jurisdictions 
using superseding cause, the “superseding cause relieves from responsibility (liabil-
ity) the party whose act started the series of events which led to the accident, since 
the original negligence is no longer the proximate cause” [48].

 Res Ipsa Loquitur

Breach of duty is generally demonstrated by expert testimony because knowledge 
of both the standard of care and a practitioner’s deviation from it are not generally 
known to the laypersons of a jury. However, there are instances in medical practice 
trials where expert testimony about the standard of care is not required. Courts may 
waive the need for expert witness testimony where negligence may reasonably be 
inferred from facts which laypersons may understand based on common experience.

Res ipsa loquitur is a Latin phrase meaning either “the thing itself speaks” or 
“the thing speaks for itself.” The phrase res ipsa loquitur is merely a form of cir-
cumstantial evidence which depends upon the common understandings of mankind 
for its application. It has been said that the doctrine is properly applicable in those 
situations which “contain within themselves a sufficient basis for an inference of 
negligence” [49]. Courts may also use the doctrine of res ipsa loquitur in the analy-
sis of cases where the actual negligent act cannot be proved, but it is clear that the 
injury was caused by negligence. Thus, the doctrine of res ipsa loquitur is a rule of 
evidence [50], which creates a legal foundation through which negligence can be 
inferred in situations in which there is no direct evidence of negligence or wrongdo-
ing (Table 16.3).

Table 16.3 Examples of res 
ipsa medical 
malpractice cases

Unintentionally retained foreign object after surgery or 
other invasive procedure
Intraoperative burns to a patient during a surgical 
procedure or operation
Operation performed on the wrong body part
Positioning injuries
Intraoperative burn injury (or burn in a sedated patient)
Fall out of bed in an anesthetized or sedated patient
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In the general negligence context, the doctrine of res ipsa loquitur has its origins 
in the 1863 British case of Byrne v Boadle, a case arising when a barrel of flour that 
fell out of the defendant’s shop window struck the plaintiff [51]. Medical applica-
tion of res ipsa loquitur doctrine was developed through the 1944 court case of 
Ybarra v Spangard wherein Ybarra developed appendicitis and presented for an 
appendectomy. During anesthesia and surgery, Ybarra was allegedly positioned in 
such a way that his upper back was rested against two hard objects, about an inch 
below his neck. Following the operation, Ybarra could not move his arm and was 
diagnosed with a permanent neurologic injury to his brachial plexus. Since Ybarra 
was unconscious under anesthesia during the surgery, he could not determine who 
had positioned him improperly; the operative team also could not determine the 
person who had done the positioning. Thus, the court proceeded by shifting the 
burden of proof to the defendants, citing the res ipsa loquitur doctrine and held that 
“where a plaintiff receives unusual injuries while unconscious and in the course of 
medical treatment, all those defendants who had any control over his body or the 
instrumentalities which might have caused the injuries may properly be called upon 
to meet the inference of negligence by giving an explanation of their conduct” [52].

Res ipsa allows a jury to infer negligence, if the preponderance of the evidence 
supports that “(1) the defendant had exclusive control of the instrumentality causing 
the occurrence, (2) that the circumstances were such that in the ordinary course of 
events the incident would not have occurred if the defendant had exercised reason-
able care and (3) plaintiff’s voluntary act or negligence did not contribute to the 
occurrence” [53]. In short, res ipsa loquitur requires the plaintiff to demonstrate that 
the alleged injury cannot ordinarily occur unless there is medical negligence and 
that the circumstances which caused the injury were at all times always under the 
exclusive control of the defendant and the plaintiff could not have contributed to his 
or her injuries.

Res ipsa is difficult to apply in cases of misdiagnosis, rare complications [54], or 
poor outcomes [55]. Furthermore, the inference of negligence is not mandatory but 
is rather permissible. Thus, the res ipsa doctrine is not synonymous with liability. 
Res ipsa creates a rebuttable presumption of negligence; the presumption can be 
nullified by a convincing defense argument.

 The Loss-of-Chance Doctrine

In a negligence action, such as medical malpractice, the plaintiff has the burden to 
prove to the trier of fact, either the judge or the jury, that (1) the defendant physician 
was negligent by deviating from the standard of care and that (2) the injuries were 
“more likely than not” a direct result of that negligence. “More likely than not” 
defines the “preponderance of the evidence” standard necessary to prove liability in 
a civil case and means that the probability of negligence must be greater than 50%; 
if it is not, the plaintiff loses and recovers nothing [56].
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In cases where there is a treatable pre-existing condition, and a provider negli-
gently fails to the condition from spreading or worsening, through a delay in proper 
diagnosis or treatment, the plaintiff can be compensated for the extent by which the 
defendant’s negligence reduced the plaintiff’s chance of survival or a potentially 
more favorable outcome. The “loss-of-chance doctrine” or the “lost chance doc-
trine” is a legal principle which permits a plaintiff to recover damages from a defen-
dant if that plaintiff was exposed to a heightened risk of death or injury; even if the 
plaintiff cannot prove the defendant’s negligence by a preponderance of the evi-
dence. It is very important that providers understand the “lost chance doctrine” and 
its implications.

The doctrine is premised on the theory that a plaintiff should be compensated for 
the loss of potentially achieving a more favorable outcome [57]. The loss of chance 
doctrine is not uniformly accepted by all state courts in the United States. In New 
York, courts generally require the plaintiff to prove that negligence deprived him or 
her of a “substantial possibility” of recovering from the underlying ailment [58]. 
Furthermore, in some states, such as South Dakota, the legislature has expressly 
prohibited the use of the doctrine [59].

Thus, the relaxed standard of causation inherent in the doctrine makes it possible 
for a plaintiff to recover when the defendant’s actions have substantially harmed the 
plaintiff by decreasing his chance for survival, even if the actual probability of neg-
ligence is less than 50%. The doctrine allows a plaintiff to be compensated in direct 
proportion to the probability of a more successful outcome if the opportunity had 
not been lost. For example, if it can be shown that a defendant physician deprived 
the plaintiff of a 30% chance of a more successful recovery and plaintiff’s ultimate 
injury would otherwise be compensated with a $100,000 verdict, the plaintiff’s 
award would be $30,000.

The doctrine is most often applied in cases where there is a failure to diagnose; 
for example, breast cancer spreads after a prior mammogram was read as “normal”; 
a treatable lung cancer spreads after a prior nodule was missed on radiology read-
ing, or a treatable infection is misdiagnosed. For example, in the case of Cudone v. 
Gehret, the United States District Court for the District of Delaware permitted 
recovery on the basis of a “lost chance” claim where there was an alleged delay in 
the timely diagnosis of Ms. Cudone’s breast cancer. Plaintiffs’ experts testified that 
based on a reasonable medical probability, Ms. Cudone’s breast cancer would not 
have metastasized if there had been an earlier diagnosis. The experts also testified 
that based on a reasonable medical probability, the defendant’s negligence resulted 
in the progression of Ms. Cudone’s cancer from a “stage I” lesion to a “stage II” 
lesion with a concomitant increase in the chance that Ms. Cudone will experience a 
recurrence of her cancer. Although the court reasoned that it could not be stated with 
a reasonable medical probability that the physician’s negligence was the cause of 
the patient’s death, the plaintiff should nonetheless be compensated proportionately 
for the increased risk of death attributable to the delayed diagnosis.

The Iowa Supreme Court case of DeBurkarte v. Louvar addressed the issue of a 
plaintiff who claimed a failure to diagnose palpable breast cancer at an early stage. 
Elaine DeBurkarte “found a lump in her left breast. Because her sister died of breast 
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cancer, she made an appointment the next day with Dr. Louvar, who examined her 
and ordered a mammogram, an x-ray of the breast. The results of the mammogram 
were negative.” The lump did not go away, and Elaine DeBurkarte returned to Dr. 
Louvar, less than a month later where he assured her the lump was only a cyst, and 
not cancerous. He advised her to perform self-examinations, and not to return for a 
year. When Ms. DeBurkarte discovered another lump in her breast, Dr. Louvar 
referred her to a surgeon, Dr. Robert Brimmer who performed a biopsy the follow-
ing day, and test results indicated the lumps were cancerous. Elaine subsequently 
underwent a mastectomy and later underwent oophorectomy. The DeBurkartes then 
brought suit, alleging Dr. Louvar has failed to diagnose her cancer at a stage when 
removal of the lump could have arrested the cancer; claiming damages for disfigure-
ment, past and future pain and suffering, emotional distress, medical expenses, 
shortening her life, and death; and, her husband claimed damages for the lost con-
sortium. Relying on expert testimony regarding relative survival probabilities of 
lesions resected early versus late, the plaintiff recovered under Iowa’s lost chance of 
survival statute [60].

This “loss-of-chance” theory of recovery is being increasingly applied in medi-
cal malpractice cases involving reduced life expectancy or increased risk of future 
harm. “Lost chance” is mostly invoked where a plaintiff suffers from a pre-existing 
condition sufficiently grave as to undermine the causal chain of events necessary to 
prove negligence. In Hicks v. United States, a physician, following a 10-minute 
physical examination, diagnosed the decedent with gastroenteritis and discharged 
her home where she died later the same day of a small bowel obstruction. The 
United States Court of Appeals for the Fourth Circuit stated that “[w]hen a defen-
dant’s negligent action or inaction has effectively terminated a person’s chance of 
survival, it does not lie in the defendant’s mouth to raise conjectures as to the mea-
sure of the chances that he has put beyond the possibility of realization. If there was 
any substantial possibility of survival and the defendant has destroyed it, he is 
answerable.” Thus, the court opined that the physicians’ negligence nullified what-
ever chance of recovery the decedent would have had and therefore the misdiagno-
sis represented the proximate cause of her death [61].

In King v. St. Barnabas Hospital, a man at a gym playing basketball suffered a 
cardiac arrest. Upon the arrival of medical personnel, the patient’s cardiac rhythm 
was found to be a mixture of asystole and ventricular fibrillation which the defen-
dants attempted to defibrillate unsuccessfully. The plaintiff’s estate sued on a theory 
of medical negligence alleging that it was a departure from ACLS protocols to defi-
brillate a patient who was in asystole and that defendants failed to timely administer 
epinephrine and atropine; the defendants argued that their actions could not be 
proven to have a detrimental effect on the outcome. The trial court agreed noting 
that even under “the best circumstances, plaintiff’s expert cannot predict whether 
[plaintiff] could have been saved or if cardiac function could have been restored.” 
The first department, however, reversed on appeal stating that New York permits 
claims for negligent resuscitation efforts to the extent the defendants departed from 
life support protocols and deprived the plaintiff of “any possibility of survival.” 
According to the court, “the very fact that advanced life support protocols exist for 
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patients in asystole means that adherence to the protocols afford a chance of reviv-
ing the patient, notwithstanding the grave nature of the condition. It necessarily 
follows that failure to follow the protocols reduces the chances of reviving the 
patient.” [62]

Therefore, under the “loss-of chance” doctrine, a provider could be liable in 
damages if even a 1% reduction of a patient’s optimal outcome can be proven. 
Relaxing the standard of causation increases the plaintiff’s odds of a favorable out-
come in two possible ways: (1) a plaintiff is more likely to present the case to a jury; 
and (2) it reduces the plaintiff’s burden of persuasion, requiring the plaintiff to 
establish only that the act or omission was “more likely than not” a “substantial 
factor.”

 Damages

Civil lawsuits seek to compensate a plaintiffs for a wrong that is committed against 
them. The intent of compensation in a civil lawsuit is to make the plaintiff “whole”, 
understanding that monetary compensation may never compensate adequately for 
physical or emotional injuries. The amount of the compensation, claimed or 
awarded, is referred to as “damages.” Damages compensation may be for economic 
or noneconomic damages or both. The pleadings served at the onset of a lawsuit as 
the “complaint” will usually outline the nature of the damages sought.

Economic damages, or special damages, seek to reimburse a victim for financial 
costs related to the injury; these may include, for example, past, present, and future 
medical expenses; lost wages; costs of therapy, rehabilitation, or custodial care; and 
medical equipment or renovations to a home to ensure access. Economic damages 
are fairly quantifiable.

Noneconomic damages, or general damages, seek to compensate a plaintiff for 
pain and suffering, loss of enjoyment of life; loss of spousal companionship or con-
sortium; and earning capacity. Noneconomic damages are distinguished by a specu-
lative and extrapolative nature such that they are not easily amenable to a definitive 
mathematical accounting. A foundation for a noneconomic damages claim may be 
based on pain, mental anguish, disfigurement, aggravation of a pre-existing condi-
tion, and an inability to participate in the enjoyment of life.

Punitive damages seek to punish actions that the court finds to be egregious. The 
intention of a plaintiff to pursue punitive damages may sometimes be evident in the 
use of words such as “wanton,” “reckless,” or “intentional” within the complaint. 
The intent of punitive damages awards is to both punish the defendant and deter 
future potential defendants.

Proof of damages also requires expert testimony. In order to quantify damages, 
the experts may be both medical, such as physiatrists, therapists, psychologists, and 
rehabilitation specialists, and nonmedical such as accountants, actuaries, and finan-
cial experts.
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 Defense of Medical Malpractice

The defense of a medical malpractice cause of action will involve a skilled and 
experienced litigator, who, in collaboration with the defendant and experts in sup-
port of the defendant, will seek to establish that the care provided was either (1) not 
a departure from accepted medical standards of care; (2) an unforeseeable event; (3) 
a known complication for which the defendant gave informed consent; or (4) that 
the plaintiff was contributorily negligent. In addition, there are a number of proce-
dural, or affirmative, defenses, such as the statute of limitations, for example. 
Contributory negligence can be important in cases where the plaintiff failed to dis-
close an element of his or her history such as substance abuse, ingestion of food on 
the morning of surgery despite instructions to the contrary, or noncompliance with 
prescribed treatment, medications, or instructions. The issue of causation, espe-
cially in cases where there are multiple providers over a period of time, or where 
supervening or intervening causes can be established, can be used by the defense to 
argue on behalf of the defendant.

One of the most important elements in a malpractice defense is good and thor-
ough documentation in the medical record, especially with respect to medical judg-
ment [63]. It is important to note that the plaintiff has the burden of proof; the 
defendant is innocent until proven guilty.
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Chapter 17
Legal Reasoning: Why the Law and Its 
Application Are Confusing to Medical 
Providers

James E. Szalados

 Scientific Facts Versus Legal Facts

Scientific facts are data elements that are characterized by objective repeatedly veri-
fiable observation and therefore reproducibility. Since the validity scientific facts 
depend only on the method by which they are acquired, not on the person acquiring 
them, they are accepted as being true as to what they represent. Scientific facts may 
also be referred to as empirical evidence. Examples of scientific fact may include, 
for example, the speed of light or the molecular weight of oxygen. Clinical facts are 
similar; for example, the concentrations of sodium or potassium in a blood sample, 
the size, and the reactivity of a human pupil measured by a pupilometer at one point 
in time or a patient’s oxygen level measured by a pulse oximeter at a point in time 
under one set of circumstances. Clinical facts are accepted as empirically accurate 
and valid by clinicians, who rely upon the data to draw conclusions (diagnoses) and 
implement pans of action (treatment plans) in real time. Clinicians view data points 
as facts, even though there is an uneasy understanding that data is not perfectly 
accurate and may be in flux at the time it was obtained. For example, a clinician 
understands that the limits of clinical laboratory technology may introduce an error 
of almost 10% to many clinical laboratory results. Nonetheless, imperfect, but 
largely reproducible, data points are nonetheless facts to clinicians. Clinicians may 
obtain both subjective and objective data; when the story and the data do not match, 
clinicians will generally discount subjective data and rely on objective data for their 
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diagnosis and treatment. For example, a patient who presents as though they may be 
having a heart attack (ischemic epiphenomena) but who denies chest pain will still 
be diagnosed as having a myocardial infarction by electrocardiography and serum 
enzyme levels.

On the other hand, legal facts represent any and all of the individual elements of 
evidence introduced in the prosecution or defense of a case in controversy. Although 
legal facts will often include scientific facts and similar objective data such as pho-
tographs and recording, legal facts will also include the allegations of the parties, 
recollections and testimony of witnesses, and expert opinion. Legal facts may 
include data points that are highly subjective, such as matter of perception, judg-
ment, interpretation, and understanding and recollection. Thus, the testimony of a 
witness, even though controverted by that of another witness, is nonetheless a legal 
fact. Moreover, questions of degree (e.g., more or less likely), questions of standard 
(e.g., reasonable versus unreasonable behavior), and even the meanings of an ordi-
nary words may be admitted into evidence as legal facts [1]. For the clinician to 
whom a fact is an objectively verifiable and reproducible data point, the notion that 
purely subjective and unverifiable assertions could be represented as fact is confus-
ing and almost objectionable.

 Scientific Proof Versus Legal Proof

Legal proof may be construed to be similar to scientific proof in that it is based in 
rational logic and analysis. In science, as in law, facts are used to support or contro-
vert a theory. Inductive reasoning is a form of logical thinking that uses related data 
points to develop a general conclusion. Life scientists such as biologists generate 
observations and record them, and, from many observations, the scientist can infer 
conclusions (inductions) based on the data. Inductive reasoning involves formulat-
ing conclusions inferred from careful observation and the analysis of a large amount 
of data.

In the clinical sciences, clinical facts are accumulated to support one or more 
potential theories, such as a differential diagnosis, and the weight of the facts sup-
ports one differential over another. Legal proof has little to do with whether the facts 
are accurate or inaccurate and everything to do with logic. Thus, legal proof is based 
in logic games, occurs in retrospect, and makes conclusions based on narrow inter-
pretations of circumstances, stories, and opinions. Clinical proof occurs based on 
accumulating data, in real time, and, at least under optimal conditions, is not accu-
mulated to support a foregone conclusion. Clinical scientists are trained in the pro-
cess of scientific reasoning and develop their theories in real time objectively based 
on the available facts.

Both clinical and legal reasoning and logic will at times use inductive or deduc-
tive logic in reaching conclusions. However, there is a difference: in the clinical 
sciences, the data is not compiled to support the conclusion; clinicians, especially 
experienced and unbiased clinicians, will accumulate and analyze all available data 
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before reaching a conclusion. In clinical medicine, there are often multiple possible 
competing theories to explain the problem at hand. The data leads to a pattern and 
the pattern in turn leads to a conclusion; this is inductive logic. The measure of the 
strength of an inductive argument is known as an inductive probability, which is a 
measure of how probable the conclusion is if the premises are true [2].

Legal reasoning is more of a deductive logic approach. Legal reasoning is a 
method of thought and argument used by lawyers and judges when applying legal 
rules to specific interactions among legal persons. Opposing counsel take positions 
a priori, based on the parties they represent. During their research, they develop a 
theory of the case, which they will then support with facts intended to prove their 
argument to the trier of fact. Legal counsel must take an undisciplined mass of infor-
mation, the evidence, and reshape it into a persuasive tool, the argument. The argu-
ment must be presented in such a way so as to convert even the most skeptical 
decision-maker to support the counsel’s point of view [3]. Effective and persuasive 
legal argument will take an indistinct subject and present it in such a way so as to 
make it seem mathematical through a process known as syllogistic argument which 
provides the requisite element of apparent certainty [3]. A classic syllogism is the 
derivation of the mortality of Socrates: (1) all men are mortal; (2) Socrates is a man; 
and therefore (3) Socrates is mortal. Here, the conclusion follows from the premises 
and the mind will reach a conclusion without prompting. In clinical medicine, clini-
cians are trained to be cautious of syllogisms since syllogisms represent a type of 
bias, confirmation bias, and can be harmful.

The trier of fact may be either the judge or the jury or both. Witnesses are chosen 
to testify so as to support each side’s theory of the case, through evidence offered as 
proof of that theory. A deductive argument is valid if and only if it is logically 
impossible that its conclusion is false if the premises are accepted as true. In devel-
oping a legal argument, the logic pattern is more of a deductive style, since the line 
of legal reasoning begins with a theory and the point of view is supported by syllo-
gisms intended to persuade.

The trier of fact, in a legal argument, will weigh the merits of the evidence offered 
by each side of opposing counsel. The role of the trier of fact is to weigh the evi-
dence offered in proof and reach a conclusion based on a subjective probability. The 
weight of the evidence may be a result of impressions such as the credibility of the 
witnesses or the believability of the story, emotion such as the psychological impact 
of some of the evidence, or to subjective internal theories or biases [4].

 Legal Terms of Art

A term of art is a word or phrase that has a particular meaning within a specific 
context. Terms of art are part of the vocabulary of many professions, since, as a type 
of shorthand, terms of art can convey complex concepts in simple terms or phrases. 
Legal terms of art are everyday words and phrases that take on special and specific 
meanings. The special meanings of terms of art may not be intuitively obvious to 
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otherwise well-educated non-attorneys. Terms of art are often embedded within 
legal documents without a corresponding warning or reference. Contracts are one 
such type of document which contains terms of art; however, similar terms of art 
may appear, for example, in a summons and complaint. Thus the language of law 
can produce traps for the unwary.

Examples of legal terms of art include, for example, the notion of employee, 
which is a legal concept defined differently by various state laws. In addition, word 
such as “should,” “must,” and “shall” have different meanings as defined by the 
context in which they appear.

 The Burdens of Proof, Production, and Persuasion

The burden of proof is the affirmative duty imposed upon one party in a controversy 
to prove or disprove a disputed fact. In the USA, the accused defendant is presumed 
innocent until he or she is proven guilty. Thus, it is the burden of the plaintiff, or 
prosecution, to establish the guilt of the defendant. The defendant does not need to 
establish his or her innocence or non-culpability; rather the defendant needs to only 
successfully rebut the argument of the plaintiff. Thus, the burden of proof may be 
shifted at times during the course of a trial so that where the prosecution or plaintiff 
has made out a sound legal case, the prima facie case, then the burden will shift to 
the defense to disprove the facts by establishing doubt as to the facts, as evidence, 
that the plaintiff had introduced.

The burden of proof is associated with an at least de minimis threshold showing 
that the facts or circumstances show that the argument to be presented has merit and 
the threshold facts, supported by additional facts, can support a case in controversy. 
Thus, one of the first challenges to a civil lawsuit is the “motion to dismiss” which 
is raised by the defense soon after the case is filed, often as part of the answer.

The burden of proof is associated with a burden of production; the prosecution or 
the plaintiff must present evidence to substantiate his or her allegations. Data, or 
evidence, must be produced to substantiate the claim which is the basis of the law-
suit. When the burden of production is satisfied, then a prima facie case is consid-
ered to have been established. The modem Greek equivalent of “prima facie” 
literally translated means “on/at first viewing.” Prima facie derives from the Latin 
term, meaning that which is sufficient to establish a fact or raise a presumption 
unless disproved or rebutted. Thus, if a case is considered to be prima facie, then the 
plaintiff or prosecution is, subject to a convincing counter-argument, entitled to 
prevail on his or her cause of action. In more common usage, however, prima facie 
simply refers to the fact that a party has met their burden of production [5].

When evidence is submitted, that evidence must be of a type which is legally 
admissible under the Rules of Evidence [6]. The Federal Rules of Evidence (FRE) 
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govern the admissibility of evidence in federal courts; state rules of evidence are 
largely similar to and frequently modeled after the federal rules. In general, there 
are four main types of evidence: (1) real evidence (usually a tangible thing), (2) 
demonstrative (a reconstruction, model, or schematic), (3) documentary (a docu-
ment), and (4) testimonial (testimony provided by witnesses). Furthermore, circum-
stantial evidence refers to circumstances that support a reasonable inference, and 
corroborating evidence refers to separate and different evidence, which supports or 
strengthens other evidence. Hearsay is a type of evidence that is offered as a truth 
but which has been independently verified. The FRE, in conjunction with the 
Federal Rules of Civil Procedure [7], represent a substantial component of the body 
of procedural (as opposed to substantive) law.

The “burden of persuasion” refers to a specific level of proof, or weight of evi-
dence, that is necessary to meet the legally applicable evidentiary standard in sup-
port of a legal conclusion. In general there are three levels of persuasion required by 
law. In criminal trials, the requisite burden of persuasion is the “beyond a reasonable 
doubt” standard. “Beyond a reasonable doubt” means that there is no other reason-
able explanation or conclusion that can be reached from the evidence presented that 
there is a virtual certainty.

The burden of persuasion in civil trials, the level of persuasion, is the “prepon-
derance of the evidence” standard; this means that it’s more likely than not that a 
claim is true. The “preponderance of the evidence” refers to a balancing of scales, 
with one side being of even very slightly greater weight; statistically this may be a 
50.01% probability.

In administrative law courts, the third level of persuasion is the “clear and con-
vincing” standard, which is an intermediate standard that represents a higher level 
of persuasion than “preponderance of the evidence” but is less stringent than the 
“beyond reasonable doubt.” In Colorado v New Mexico [8], the US Supreme Court 
defined clear and convincing to mean that the evidence is highly and substantially 
more likely to be true than untrue. In general, the types of cases in which a clear and 
convincing evidence standard is likely to apply may include cases of testamentary 
challenges and issues such as Wills and cases of fraud. Healthcare providers will 
also realize that the “clear and convincing standard is the standard that applies to the 
determination of a patient’s preferences for life-sustaining treatment.” Furthermore, 
New York courts will use the clear and convincing evidence standard when deter-
mining whether to involuntarily hospitalize a mentally ill patient.

 The Adversarial System of Justice

The adversarial system of justice consists of advocates who represent the parties 
each side of a controversy and who advocate, or argue their cases, on behalf of their 
clients to an impartial judge or jury (the triers of fact). In an adversarial system, 
counsel present the facts in such a way as to portray their clients in the best possible 
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light, in an effort to convince the trier of fact of the merits of their cases, and thus 
prevail in the verdict or judgment. Since the adversarial system is by definition con-
frontational, plaintiff and defendant will witness or provide testimony that is often 
emotional which would seem to attack their integrity, character, and veracity. It is 
important that defendants maintain their objectivity and do their best to retain their 
professional demeanor since loss of control can result in poorly chosen words, 
maybe interpreted by the jury as hostility, and provoke undue stress. In addition, it 
is important for parties to understand the role of their counsel and to the greatest 
extent possible trust in the training, experience, and knowledge of counsel – a posi-
tion similar to that of a patient and physician.

 Precedent: Case Law

Legal process is premised on procedural law, which defines the operating rules by 
which the law operates. Legal process determines every aspect of a lawsuit from the 
service of process, the elements of pleadings (summons and complaint), the dead-
lines for and the requisite elements of the answer, the motions, and the presentation 
of evidence, for example. Procedural law is the body of legal rules that govern the 
process.

Substantive law is the “black letter” law that is found, for example, in legislation, 
statutes, ordinances, regulations, and also precedent. Thus, substantive law includes 
not only the rules and regulations which define normal rules of behavior but also 
establish causes of action and precedent. Precedent is established by prior court 
decisions which addressed similar or identical facts and similar or the same legal 
issues. Precedent refers to “a court decision that is considered as authority for decid-
ing subsequent cases involving identical or similar facts, or similar legal issues. 
Precedent is incorporated into the doctrine of stare decisis and requires courts to 
apply the law in the same manner to cases with the same facts” [9]. The strength of 
a precedent case depends on (1) the similarity of the issues and facts in the prior 
case to the case being litigated, (2) the level of court issuing the ruling that is cited 
as precedent, and (3) the jurisdiction. Rarely will cases be identical; this in itself 
does not disallow a precedent. However, if the facts or issues in a previous case are 
substantially different, the previous case cannot be used precedent without distin-
guishing the differences to maximize transparency. Thus, precedent can be either 
binding or persuasive based on its characteristics.

Binding precedents are rulings on the same or very similar fact pattern, 
which are delivered by courts of higher authority applicable to that jurisdiction. 
For example, rulings from the US Supreme Court on similar facts are binding 
on all courts in the USA. Therefore a ruling by the US Supreme Court is binding 
on all courts in the US federal and state. Within the federal courts, circuit courts 
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will be bound by from decisions previously issued within that circuit, and dis-
trict courts that are under the jurisdiction of a circuit court will be bound by 
rulings of the circuit court. Within a jurisdiction a ruling by an appellate court, 
on similar facts, must be followed by lower courts within that jurisdiction. 
Decisions of federal courts are binding on state courts when the case involves 
an issue of federal law.

In cases such a medical malpractice, state laws will be similar but may also differ 
slightly based on both state statutes and local precedent. Nonetheless, similar cases 
from other jurisdictions may be introduced to illustrate situations in which there is 
no prior ruling on point within a state or jurisdiction. In such cases, the precedent is 
not controlling, or binding, but may be reasonably introduced to the court, or cited, 
as non-binding precedent or a relevant persuasive authority. The court rules and 
procedure for introducing non-binding but persuasive precedent must be carefully 
followed and accompanied by relevant explanations as to why the court should rec-
ognize such precedent.

 Successfully Coping with a Medical Malpractice Lawsuit

The second victim syndrome (see Chap. 32) in the course of a medical malpractice 
lawsuit refers to the healthcare providers “who commit an error and are trauma-
tized by the event manifesting psychological (shame, guilt, anxiety, grief, and 
depression), cognitive (compassion dissatisfaction, burnout, secondary traumatic 
stress), and/or physical reactions that have a personal negative impact” [10]. The 
psychological impact of a professional negligence lawsuit on a medical provider 
has been characterized as a type of post-traumatic stress disorder which may 
impact not only the professional identity but also the personal and spiritual well-
being of affected providers [11]. Providers tend to be self-critical, especially in 
retrospect, and therefore have a tendency to reconstruct and re-evaluate the events 
of a bad outcome. Providers will forget that decisions were made in real time and 
often without all the information that subsequently is uncovered at trial. Therefore, 
providers will retrospectively judge themselves as guilty, develop self-doubt, and 
lose self-confidence. Providers have a tendency to see an accusation of malprac-
tice, a deviation from the standard of care, as an accusation that they are incompe-
tent. The emotional turmoil associated with an accusation is subsequently 
compounded by the sense of loss of control and further sense of incompetence 
brought on by the legal process and proceedings, which are foreign to most pro-
viders. Each provider that must defend an allegation of medical malpractice will 
have challenges that are unique, based on the circumstances, their support system, 
and their own sense of preparedness. General strategies for survival are outlined 
in Tables 17.1 and 17.2.
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 Conclusions

A principal intention of this text is to educate providers about how the legal system 
works and its language, its logic, and its process. Louis Pasteur noted that “chance 
favors the prepared mind,” and in the context of litigation, nothing could be truer. 
For attorneys, litigation is natural; conflict, strategy, and argumentation are basic 
aspects of the profession. There are motivations other than justice for which persons 
may argue. The goal of the legal system is less about truth than it is about justice. 
Thus, the understanding of the legal system and its rules can make one’s involve-
ment in a lawsuit a little less emotionally taxing.

Table 17.1 Strategies for prevailing in your medical malpractice lawsuit

Notify your carrier, department, or hospital risk managers immediately when you are served
Do not discuss the case with anyone (except as in Table 17.2) outside the boundaries of privilege
Do not alter, hide, or destroy anything that might be evidence
Find an expert and experienced attorney you are comfortable with: choose your own if needed
Do not talk with the plaintiff, their family, friends, or plaintiff’s counsel about the case without 
your attorney
Work with your attorney to actively prepare your case

Know the standards of care
Participate in selection of experts on your behalf
Review everyone’s depositions (objectively)
Learn about the legal process and learn about the law: go watch a trial
Consider training in communication or media skills
Prepare for depositions and trial: materially and psychologically
Do not educate plaintiff’s counsel
Answer honestly but completely
Refresh your memory if needed
Do not argue with plaintiff’s counsel
Do not lose your emotional balance
Talk to (not down to) the jury
Project humanity, trustworthiness, likeability, and professionalism

Table 17.2 Strategies for psychological survival during a medical malpractice lawsuit

Do not take the accusation personally: bad outcomes are not necessarily malpractice
Resist thinking that you are being judged (by your peers, friends, family, patients) or that your 
competence as a provider is on trial
Maintain social support and relationships: resist isolation
Maintain life balance: be kind to yourself
Seek counseling if needed
Return to work when you are ready

J. E. Szalados



391

References

 1. Szalados JE. Legal reasoning: legal process, legal proof and why it is confusing to clinical 
scientists. In: Szalados JE, editor. Ethics and law for neurosciences clinicians: foundations and 
evolving challenges. NJ: Rutgers University Press; 2019.

 2. Kaye DH. Proof in law and science. Jurimetrics. 1992;32:313.
 3. Gardener JA. Legal argument: the structure and language of effective advocacy. Charlottesville, 

LexisNexis: The Michie Company; 1993.
 4. Berch MA, Berch RW, Sprizer RS. Introduction to legal method and process. 2nd ed. St Paul: 

West Group; 1992.
 5. Georg Nils Herlitz, The Meaning of the Term "Prima Facie", 55 La. L. Rev. (1994).
 6. Federal Rules of Evidence. 2020 Edition. Online at: https://www.rulesofevidence.org/. 

Okay to.
 7. Federal Rules of Civil Procedure. Available online at: https://www.uscourts.gov/rules- policies/

current- rules- practice- procedure/federal- rules- civil- procedure.
 8. Colorado v. New Mexico, 467 U.S. 310 (1984).
 9. Cornell Legal Information Institute. Precedent. Available online at: https://www.law.cornell.

edu/wex/precedent#:~:text=Precedent%20refers%20to%20a%20court,cases%20with%20
the%20same%20facts.

 10. Wu AW. Medical error: the second victim. The doctor who makes the mistake needs help too. 
BMJ. 2000;320(7237):726–7.

 11. Baas MAM, Scheepstra KWF, Stramrood CAI, Evers R, Dijksman LM, van Pampus 
MG. Work-related adverse events leaving their mark: a cross-sectional study among Dutch 
gynecologists. BMC Psychiatry. 2018;18(1):73.

17 Legal Reasoning: Why the Law and Its Application Are Confusing to Medical…

https://www.rulesofevidence.org/
https://www.uscourts.gov/rules-policies/current-rules-practice-procedure/federal-rules-civil-procedure
https://www.uscourts.gov/rules-policies/current-rules-practice-procedure/federal-rules-civil-procedure
https://www.law.cornell.edu/wex/precedent#:~:text=Precedent refers to a court,cases with the same facts
https://www.law.cornell.edu/wex/precedent#:~:text=Precedent refers to a court,cases with the same facts
https://www.law.cornell.edu/wex/precedent#:~:text=Precedent refers to a court,cases with the same facts


393© Springer Nature Switzerland AG 2021
J. E. Szalados (ed.), The Medical-Legal Aspects of Acute Care Medicine, 
https://doi.org/10.1007/978-3-030-68570-6_18

Chapter 18
Ethical Conflicts and Legal Liability 
in Professional Nursing

Taylor Hughes

 The Professionalization of Nursing

The field of nursing has evolved dramatically since its organized formation in the 
mid-nineteenth century. Prior to this, nursing was considered more of a vocation 
than a profession, and nurses were thought to be an extension of mothers and wives 
rather than clinicians [60]. The practice of “nursing” was less of an occupation and 
more of a household responsibility for women, with knowledge being passed on 
generationally rather than through formal education [53]. In fact, women could be 
appointed as nurses without any formal training whatsoever [53]. In a paternalistic 
society, it was believed that the benevolent nature of women would afford them the 
disposition for this task. It was not until the 1850s, when Florence Nightingale 
introduced female nurses into a combat zone during the Crimean War, that nursing 
became recognized as an employable position that required training [48]. This role, 
however, was still vastly different from that of nurses today.

Although nursing had become a career, the job description of the nurse retained 
many of the antiquated qualities of its previous years. Early training programs in the 
United States modeled their educational content after Nightingale’s work, only per-
mitting female applicants with good moral conduct, the majority of them being 
from Caucasian descent [33]. Nurses were considered distinctly separate from phy-
sicians with a role focused on the duty of caring. The Nightingale-era scope of nurs-
ing practice generally included spending time with patients, dressing their wounds, 
making their beds, feeding them meals, and maintaining sanitation [33]. Nightingale 
was a staunch proponent for the division of labor, saying that “the Matron must look 
to the Medical Officer for professional instructions which she is to obey; but for 
nothing else [44].” Due to an absence of interdisciplinary collaboration between the 
various roles in the medical field, nurses were expected to follow physician orders 
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without question or input. These limitations to the role of early nurses were com-
pounded by cultural assumptions regarding gender characteristics, in turn leading to 
the division between physicians and nurses [53].

Formal education for nurses in the United States began in 1862, with hospitals 
setting up nurse training programs specific to their facilities. It wasn’t until the 
1920s that the education process moved away from small, employer-sponsored 
training to a more formal and rigorous university-based system [33]. Reform of the 
nursing practice was met with conflict, and there were widely differing public opin-
ions on increasing the educational standards for nurses [53]. A small group of 
reformers, now understood to be the origins of the American Nurses Association, 
argued that educational restructuring was imperative to the professionalization of 
nursing and that it would lead to clinical improvements. The opposition believed 
that increasing the training requirements for nurses would exacerbate the ever- 
present nursing shortage and push current nurses out of the profession [53]. Many 
nurses expressed the desire to continue practicing with skills determined by “wom-
anly virtue” rather than professional autonomy [53].

However, practice standards began to change after World War II, when North 
American nurses led the movement to professionalize the nursing practice [53]. The 
United States was thriving in the postwar era, and the 1950s brought increased hos-
pital development, the expansion of private health insurance, and an increase in the 
birth rate (now known as the baby boomer generation). Clinical research became 
necessary for all medical providers, and many nurses pursued advanced degrees in 
order to keep in line with practice standards.

Today, professionalism is one of the major components of nursing practice and 
is highly valued by medical institutions throughout the healthcare system. With an 
increasing acuity among patients, nursing responsibilities have evolved to include 
critical thinking, interdisciplinary collaboration, advanced assessment skills, and 
leadership. Nurses are now seen as essential clinical resources that complement 
physicians rather than as an adjunct. With the implementation of the Affordable 
Care Act in 2010, healthcare experienced one of its largest overhauls of the past 
century. In order to prepare for this transition, the Robert Wood Johnson Foundation 
and the Institute of Medicine began a 2-year study (2008–2010) of the nursing pro-
fession and its potential for growth.

Considering that nurses constitute the largest percentage of healthcare profes-
sionals, the IOM and the RWJF advocated for nursing partnership and leadership, 
stating that the delivery of high-quality care was impossible without a strong nurs-
ing workforce. The Future of Nursing Initiative intended to find ways to standardize 
practice and increase nursing efficiency in order to eliminate present barriers to 
patient care. The RWJF created a committee staffed with experts in health policy, 
business, academia, and healthcare delivery. Members were appointed in order to 
examine the current role of nursing, staff shortages, nursing education, and future 
nurse recruitment [24].

At the conclusion of their study, the committee produced a detailed report that 
was 642 pages in length and supported 4 main recommendations. Although this 
report refers to advanced practice nurses, licensed practical nurses, and registered 
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nurses, we will focus on registered nurses for the purpose of this chapter. First, it 
was determined that nurses should be practicing to the full extent of their education 
and training [24]. Although many nurses receive the same education, their scope of 
practice is defined by their state of residence. While some states strictly outline their 
professional standards, others are less clear about staff expectations. Standardizing 
the scope of practice would eliminate the ambiguity of professional standards across 
state lines, creating an easily definable job description.

The second recommendation was the promotion of growth in nursing leadership 
and interdisciplinary collaboration [24]. With their constant presence at the bedside, 
nurses can offer an informed, real-time, patient assessment, a luxury that physicians 
and advanced practice providers do not have. It is believed that increased interdisci-
plinary collaboration can provide a potentially vital system of checks and balances, 
as enabling nurses to openly communicate with physicians and APPs about care 
planning could potentially prevent or correct medical errors before they occur. In 
the committee’s report, nurses were encouraged to share their assessment, and inter-
disciplinary collaboration was proven to be essential in promoting high-quality 
care. As such, healthcare organizations were additionally advised to engage nursing 
staff and assist them in developing improved patient care models to leverage these 
benefits.

In order to help promote these recommendations, nursing education was reformed 
to include courses in leadership, while clinical practice was designed in such a way 
that nursing students were given the ability to develop their leadership skills. Once 
employed, nurses were encouraged to seek out leadership opportunities and strive 
for professional growth within their careers. It was further suggested that employers 
offer leadership development and mentoring programs in order to assist their nurs-
ing staff.

The third recommendation was the improvement of data collection in order to 
enhance workforce planning and policy development [24]. Considering that the 
nursing shortage is only expected to become more severe, the IOM and RWJF sug-
gest that the National Health Care Workforce Commission, the Health Resources 
and Services Administration, and the Department of Labor should collaborate in 
order to identify healthcare workforce needs and create a plan to increase the num-
ber of nurses for future employment [24]. The committee believed that by utilizing 
predictive analytic techniques that the data collected could be used to optimize plan-
ning for future workforce requirements.

The last, and most emphasized, recommendation from the committee was to 
increase the educational requirements for nurses due to increasing patient acuity 
and the varying responsibilities of the profession [24]. The IOM and RWJF agreed 
that a bachelor’s degree was the preferred level of education for registered nurses 
and aimed to increase the percentage of baccalaureate-prepared nurses from 50% to 
80% by 2020. They stated that healthcare facilities should offer incentives for con-
tinuing education such as tuition reimbursement and competitive salary benefits for 
their associate degree nurses. In addition, student loan forgiveness and grants should 
be made available for those with nursing degrees.
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In addition to increasing the proportion of baccalaureate nurses, the committee 
also emphasizes the need for nurses to partake in lifelong learning while employed. 
Although it is true that nurses learn daily while on the job, the IOM and RWJF argue 
that mandated continuing education should be an additional requirement. Continuing 
education can come in the form of lectures, journal article readings, or participatory 
certifications. Nurses are also required to complete annual competencies in order to 
ensure they are up to date with their current facility policies and requirements on 
how to use the equipment. Some states have already implemented these sugges-
tions, requiring nurses to prove a certain number of continuing education hours 
when reapplying for their RN license.

With the professionalization of practice, many nurses were experiencing dra-
matic developments in their clinical roles. Becoming more of a prominent medical 
liaison at the patient’s bedside began to shed light on additional changes that needed 
to happen within our healthcare system; one being the lack of ethical care that 
patients were receiving. In the next section, we will discuss some of the most com-
mon ethical considerations nurses face in their day-to-day roles.

 Ethical Conflicts in Professional Nursing

Historically speaking, ethical care as we know it was not always a priority of medi-
cal treatment. The 1950s and 1960s saw rapidly advancing medical technology vir-
tually reshape the culture of healthcare. Hospital staff were practicing within the 
ethical concepts of beneficence and nonmaleficence when treating patients [50], 
while new equipment had created the philosophy of “preserve life at all costs [50].” 
In other words, medical personnel were expected to do no harm and act in their 
patients’ best interests, while simultaneously extending the human body past its 
corporeal existence. It was not until the 1980s and 1990s that the ideas of patient 
autonomy and advanced directives became the prominent determinants of care plan-
ning [32, 43]. Nursing has played a pivotal role in this paradigm shift, and that role 
is expanding due to the professionalization of the nursing practice [29].

Albeit morbid, life and death decisions are made daily in intensive care units 
around the world. As such, it is crucial for physicians and advanced practice provid-
ers to be explicit when providing information on care options to patients and fami-
lies—as seen with the practice of informed consent. Nurses are often an additional 
resource that is able to supplement the information being provided. As the primary 
point of contact, nurses have the potential to develop a trusting relationship with 
patients and families. Through this relationship nurses are able to have discussions 
about autonomy, goals of care, and quality of life. Nurses then have the ability to 
articulate discussed directives to the medical team in ways that the patient and/or 
proxy may not.

Communication is arguably the critical care nurse’s most useful tool. In an envi-
ronment in which multiple team members from various disciplines are constantly 
circulating through the unit’s milieu, it is often the nurse’s responsibility to gather 
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and relay information. The intensive care unit can be intimidating to the layman 
because it is a high-stress area where patients and their families are required to make 
substantial decisions involving their care. There are many instances in which 
patients are unable to speak for themselves, and medical decisions become the 
responsibility of their surrogate, also known as next of kin. Said surrogate is charged 
with making decisions that they believe to be in line with the patient’s wishes; how-
ever, that is not always the case. For example, according to the New York State 
Attorney General’s Office, next of kin has the power to rescind a do not resuscitate 
order on a mentally incapacitated patient [2], even though the process may not be in 
line with the patient’s wishes.

While the patient remains the main focus of nursing attention, the practice of 
holistic care is leading family members to become more involved throughout the 
hospitalization. Although a familial presence can be valuable to the critically ill 
patient in many ways, it can also lead to an array of ethical conflicts for medical 
staff requiring oversight through hospital ethics committees.

 Ethics Committees and Litigation

Critical care nurses have the ability to voice their ethical opinions among the medi-
cal team, but because of their legal limitations as a restricted diagnostician without 
ordering privileges, their opinions can often be overlooked. One example of this can 
be the overall limitations of bedside nurses within formal ethical and legal hospital 
agencies. Many hospitals appoint ethics committees that are responsible for review-
ing patient cases within their administration and then assisting the care team by 
reporting their assessment of the situation. Ethics committees are consulted for 
many reasons, but they are commonly involved in situations pertaining to medical 
futility. One study in the Midwest United States found that there was an average of 
two nurses on hospital ethics committees, and those nurses were serving the hospi-
tal in managerial or administrative roles [49]. Although these nurses were formally 
educated in ethics, many of them lacked familiarity with the patient’s experience 
while in the hospital and did not directly participate in patient care [49]. In contrast, 
other hospitals have ethics committees that involve nurses with backgrounds in 
administration, floor nursing, and critical care nursing [21]. While it is vital to have 
an unbiased committee presiding over potentially life-sustaining ethical treatments, 
it could be beneficial to bring in witnesses with bedside contact—in the same way 
that physicians and nurses can be expert witnesses during legal proceedings in 
court. In this way, ethics committees can gain testimonials from those directly 
responsible for the care being questioned.

In an effort to become more involved in ethical discussions, nurses formed paral-
lel nurse ethics committees in which all members were from a nursing background. 
The first NEC was formed in Omaha, Nebraska, in 1984 [28]. In addition, the early 
1990s saw both the Joint Commission on Accreditation of Healthcare Organizations 
and the American Nurses Association require institutions to have standards in place 
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that allowed nurses to partake in ethical discussions [28]. It is thought that a nurse- 
based ethics committee would help empower nurses and familiarize them with ethi-
cal situations. This would, in turn, assist them in becoming more involved in hospital 
ethics committees and more ethically minded providers [61].

Although not infallible, ethics committees have been shown to resolve many 
conflicts before they reach formal legal proceedings. A study conducted by Baylor 
University Medical Center showed that 98% of conflicts in medical futility cases 
were resolved by ethics consultations prior to litigious action being taken [16]. 
Unfortunately, there are times when involved parties cannot come to an amicable 
conclusion, and those situations are frequently involving the end of life [42]. Even 
though nurses may not be directly involved with the litigious side of medicine, 
nurses are largely impacted by the decisions that lead to judicial intervention.

There are many legal cases that involve medical futility and end-of-life deci-
sions. For example, Baby L, Gilgunn V. MGH, In re Wanglie, and In re Baby K all 
involved patients that physicians believed no longer benefitted from aggressive 
medical care due to their insurmountable comorbidities [42]. Said physicians 
wished to withdraw care on the patients, but the family members insisted on the 
continuation of care and, in the cases of Helga Wanglie and Baby K, ended up pur-
suing legal action [42]. Litigious proceedings can be time-consuming for all 
involved. Throughout that time, nurses are at the bedside, continuing to take care of 
a critically ill patient along with their grief-stricken family regardless of their pro-
fessional opinions on the care they are being required to provide. This direct expo-
sure to the effects of medical futility is one of the primary causes of staff burnout, a 
serious and pervasive dilemma within the field of nursing that we will discuss in the 
next section.

 Medical Futility

It has been shown that critical care nurses experience high levels of moral distress 
when carrying out families’ wishes that they (the nurses) believe to be unethical 
towards the patient. Unsurprisingly, many studies have referenced the most perva-
sive cause of moral distress to be in cases where the critical care nurses believe there 
to be an unnecessary prolongation of life insisted upon by the patient’s loved ones 
[20]. At times, critical care nurses have even felt that the family can be a hindrance 
to patient care [55]. Repeatedly referenced high-stress situations in the intensive 
care unit often involve patients’ loved ones opting for the continuation of aggressive 
medical treatment that the nurses see as causing the patient undue suffering without 
providing any tangible medical benefits [12, 19, 20, 36]. Critical care nurses often 
believe these efforts to be a futile attempt of prolonging life.

Futility is a relatively new concept in medicine. Since the term “medically futile” 
is heavily subjective and therefore undefinable, groups like the American Thoracic 
Society have suggested using terminology like “potentially inappropriate treat-
ment” instead [50]. Defined by Kon et al., inappropriate treatment is “when there is 
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no reasonable expectation that the patient will improve sufficiently to survive out-
side of the acute care setting, or when there is no reasonable expectation that the 
patient’s neurologic function will improve sufficiently to allow the patient to per-
ceive the benefits of treatment” [29]. The entire medical team is responsible for 
establishing realistic goals and expectations for patient care, and their constant pres-
ence at the bedside allows nurses to play a vital role in care planning. It is possible 
that frequent time spent at the patient’s bedside will allow the nurse to develop 
insight about the patient and family’s wishes.

It is often argued that ethical situations involving end-of-life care are exacerbated 
by the rapid evolution of medical technology. With the continued advancement of 
medical equipment, there are higher expectations for positive outcomes among 
patients, families, and medical professionals, alike. Some nurses interviewed in one 
study had generally positive opinions about technology within intensive care units 
[38]. In contrast, others have the opinion that technology has placed them in a pre-
carious position [38]. Many nurses felt that technology had left them responsible “to 
implement heroic caring for dying patients, while decisions failed to be made on 
what technology realistically had to offer” [38]. Being employed in departments 
with life-sustaining equipment, critical care nurses often question their ethical and 
moral beliefs during advanced patient care. There are many occasions in which 
critical care nurses are repeatedly exposed to morally distressing situations involv-
ing their patients, an experience that is beginning to take a significant emotional and 
psychological toll on nurses globally.

 Staff Burnout and Moral Distress

The continual attention required to care for a grieving, anxious family in addition to 
an acutely ill patient is a compounding emotional stressor that is increasingly plagu-
ing critical care nurses around the world. As a self-defense mechanism, critical care 
nurses have been known to emotionally detach from situations that they do not 
agree with in order to continue providing patient care [19, 36]. After repeated expo-
sure to such stressors, it is possible for nursing staff to become cynical and burnt out 
[19, 36]. Phrases such as “burnout” and “compassion fatigue” have been topics of 
conversation among hospital staff for decades, and academics are beginning to 
take notice.

Staff burnout was first introduced by H.J. Freudenberger in 1974, where he pub-
lished information about workplace stress in the Journal of Social Issues [51]. 
Initially defined as “a state of fatigue or frustration that resulted from professional 
relationships that failed to produce the expected rewards” [17], the topic of burnout 
has since gained much attention from medical providers and researchers, alike.

The definition of burnout evolved in 1982 when psychologist Christina Maslach 
described it as “a psychological syndrome involving emotional exhaustion, deper-
sonalization, and a diminished sense of personal accomplishment that occurred 
among various professionals who work with other people in challenging situations” 
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[34, 51]. Through her extensive research, Maslach was able to create a conceptual 
model, dubbed the Maslach Burnout Inventory, which helps quantify burnout. 
Drawing from common themes such as cynicism, detachment, emotional exhaus-
tion, and personal inefficacy [14, 35], the MBI has three main domains: emotional 
exhaustion, depersonalization, and personal accomplishment [51]. Each domain has 
a various number of questions that ask participants to describe their feelings on a 
7-point scale, ranging from never experiencing said feelings to experiencing them 
multiple times per week [51]. The higher the combined scoring, the more likely the 
interviewee is to be at risk. Although there are many tools to measure staff burnout, 
the Maslach Burnout Inventory is the most widely adopted tracking method across 
numerous professional disciplines [51].

A 2009 study researched the reliability of the MBI in evaluating staff burnout 
among nurses in adult general hospitals [51]. The sample size was 54,738 nurses 
working in 646 hospitals across 8 different countries. Using confirmatory and 
exploratory factor analyses, Poghosyan, Aiken, and Sloane determined that the MBI 
was validated and performed “relatively similarly” across all eight countries [51]. 
Using the MBI has allowed many institutions to determine the main causes of burn-
out among nurses, especially those within critical care.

Nurses working in high-stress fields are more likely to experience burnout from 
their careers [13, 52]. To quote McFeely, “[burnout] is so pervasive in the ICU that 
it almost has become a part of the background noise” [37]. Although all medical 
providers in critical care experience work-related stress, it has been shown that 
nurses experience increased levels of burnout due to their continual close contact 
with patients [6, 31]. Moreover, critical care nurses are caring for patients at the 
height of their illness; progression and improvement are not always witnessed by 
the healthcare team, increasing their risk of burnout due to emotional exhaustion [5, 
6, 31]. As a result critical care nurses often develop coping strategies, such as deper-
sonalization, in order to best care for their patients. Feelings of emotional attach-
ment have the potential to cloud judgment and distract nurses at times when attention 
to detail is paramount [55]. While this self-preservation tactic can improve care and 
efficiency in high-stress situations, it presents a conundrum to ICUs given that, 
according to Maslach, increased feelings of depersonalization and detachment are 
likely causes of staff burnout. This presents nurses with the unenviable predicament 
of having to choose between maximizing patient care and protecting their own men-
tal health.

For those working in critical care, another frequent cause of workplace burnout 
is moral distress. Moral distress takes place when one is unable to act within their 
moral or ethical code [14, 19]. Critical care nurses, although heavily involved with 
interdisciplinary collaboration, rarely have control over the prescribed orders and 
final decisions related to their patients. Due to this lack of control, critical care 
nurses have been shown to be more vulnerable to moral distress than physicians [6, 
20, 31]. Ultimately, the act of accepting and fulfilling physician orders (within rea-
son), whether or not said decisions are in line with the nurse’s morals, is the leading 
cause for this distinction [31].
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In addition to discrepancies between medical professional’s ethical opinions, 
critical care nurses are prone to emotional distress when interacting with patient 
family members. Nurses are often the link between patients, family, and the rest of 
the medical team. Because of this, it is not uncommon for them to develop emo-
tional attachments to patients and their families. Although nurses recognize the sig-
nificance of this relationship, it has been shown to cause increased levels of 
emotional exhaustion among staff [55]. This can lead to a phenomenon called com-
passion fatigue. Defined by McHolm, compassion fatigue is “the emotional, physi-
cal, social, and spiritual exhaustion that overtakes a person and causes a pervasive 
decline in his or her desire, ability, and energy to feel and care for others” [39]. 
Compassion fatigue in the intensive care unit often results from constant involve-
ment with critically ill patients and their families compounded by the high-stress 
environment. It is often argued that the combination of compassion fatigue and 
moral distress is responsible for high rates of staff turnover among nurses, particu-
larly in critical care units.

 Staff Turnover

As professionals, it is easy to diminish the significant amount of emotional distress 
experienced in the workplace. However, evidence shows that burnout in nursing is 
associated with poor patient outcomes and increased turnover among nursing staff 
[40, 41, 58]. A study conducted by Hiler et al. used the Moral Distress Scale-Revised 
(MDS-R) and the Practice Environment Scale of the Nursing Work Index (PES-
NWI) to poll critical care nurses on their levels of moral distress and perceived job 
satisfaction [23]. While the MDS-R is a survey used to gauge moral distress, the 
PES-NWI is a survey designed to measure the nurses’ overall sense of fulfillment 
and work productivity. Using these survey methods, Hiler et al. had the intention of 
studying the relationship between moral distress and nurse turnover. The sample 
size included 328 nurses employed in intensive care units across the United States, 
ranging from 1 to >10 years of experience. Although the majority of respondents 
(59%) echoed job satisfaction, 73% had contemplated leaving their position within 
the past 6 months [23]. It was found that the nurse’s desire to leave their position 
was significantly correlated to their levels of moral distress [23]. Another study 
directed by Corely showed that 13% of critical care nurses left their jobs because of 
moral distress and 5% abandoned the field of nursing entirely [11].

In a profession that is already considered grossly understaffed, the continued loss 
of nurses due to burnout can be crippling to healthcare institutions. Considering the 
current statistics of the workforce, the demand for nurses will increase up to 30% by 
2020 due to the retirement and aging of the baby boomer generation [3]. Although 
the nursing profession eagerly welcomes new members, the lack of veteran nurses 
is becoming evident. A study conducted by Buerhaus et al. revealed that nursing had 
lost 1.7 million “experience years” to retirement in 2015 and is expected to lose an 
additional 2 million “experience years” by 2020 [9].
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Due to the positive correlation between nurse burnout and years of work experi-
ence [54], institutions are beginning to spend more time on nurse retention [3]. 
Some hospitals are developing employee assistance programs that provide counsel-
ing and coping strategies for stressful situations [5]. Others are encouraging off- 
campus retreats that combine education on mindfulness with scheduled periods of 
relaxation and self-reflection [7, 30]. Many survey-based studies show that nurses 
believe they are reducing their levels of burnout by practicing self-care [22].

 Legal Liability in Professional Nursing

As with most professions, there are regulatory bodies that dictate standard policy, 
licensing, and regulation within nursing. The American Nurses Association (ANA) 
was a pioneer during the early days of nursing. Formed in 1896, the Nurses’ 
Associated Alumnae of the United States and Canada (now known as the ANA) was 
responsible for setting professional standards and defining the scope of nursing 
practice [27]. Becoming licensed as a registered nurse is a relatively new concept 
for the profession. In the early 1900s, some states implemented optional licensure 
programs for nurses, but many states did not require their nurses to be licensed 
whatsoever. Optional licensure had spread nationwide in the 1920s, with state 
boards of nursing being implemented to distribute and monitor said licenses. Each 
state would have its own licensing exam, which often varied widely from other 
state’s exams. In turn, the scope of nursing practice across state lines often had sub-
stantial differences [27].

The ANA formed the National Council of State Boards of Nursing, or NCSBN, 
after World War II in an attempt to standardize licensing and testing for nurses [27]. 
The NCSBN was, and still is, a federal agency that is comprised of 59 sub-boards 
belonging to each state and territory within the United States [1]. Board of Nursing 
(BON) officials are often elected or appointed, many of whom have experience in 
patient care from their designated state [45]. One of the key early achievements of 
the NCSBN was in spearheading the practice of mandatory licensure for registered 
nurses in the United States by advocating for professional reform. As a result, by the 
1950s, US nurses were required to be licensed, each applicant having to take a stan-
dardized national exam in order to obtain their license. This national exam helped 
shape the current National Council Licensure Examination, or NCLEX-RN, 
required of students today [27].

In an effort to standardize practices and ideologies, the NCSBN also designed a 
Model Nurse Practice Act, which is meant to be a guide for state and territorial 
Board of Nursing regulations. The Model Nurse Practice Act outlines licensure 
qualifications, nursing accreditations and titles, scope of practice, and disciplinary 
actions resulting from breaking the aforementioned regulations [45]. The NCSBN 
has tasked each jurisdiction to form their own Nurse Practice Act, which would then 
be interpreted as the standard regulation governing said jurisdiction’s nurses. We 
will discuss the nurse practice act further in the legal liability section.
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Although state BONs base their regulations from the national standards of the 
NCSBN, states and hospitals are able to more specifically define the current scope 
of nursing practice should they see fit. According to the American Nurses 
Association, the scope of nursing practice is determined by a combination of Nurse 
Practice Acts, JCAHO regulations, the nursing code of ethics, organizational stan-
dards, and institution policy and procedure manuals [18]. As such, there are often 
instances in which the nursing scope of practice varies among different states, or 
even different hospitals within a single state.

To become a licensed professional, current standards require nursing students to 
first graduate from an accredited educational institution. Accredited institutions can 
be verified by transcript work, a diploma, or a letter from the program’s dean [27]. 
Once a student’s education is verified, they are then given the authorization to take 
the NCLEX-RN. With proof of a successful exam result, student nurses can then 
apply for licensure with their state board of nursing and pay applicable fees. It is the 
responsibility of individual states and territories to issue licenses to nurses within 
their region and to further monitor their adherence to prescribed laws based on that 
state’s nursing policies. The applicant must be at least 18 years of age and does not 
have to be a US citizen [45]. Once approved, permission is granted to practice as a 
registered nurse in that state. If a nurse wishes to practice in another state, they must 
apply for licensure through said state’s board of nursing. Additionally, some states 
participate in compact licensure programs. Further, many states also require con-
tinuing education in order to maintain licensure. Every time a nurse wishes to renew 
their license, often every 2–3 years, they must have proof of continuing education 
that meets their jurisdiction requirements. Most areas require between 20 and 
40 hours of continuing education over the 2–3 year period [27].

In order to obtain a registered nurse license, many states require the applicant to 
display “good moral character as determined by the department” [45]. Licensure 
application may inquire if the candidate has ever been found guilty of a felony or 
misdemeanor, if there are any criminal charges pending against them or if they have 
been accused of professional misconduct [46]. State boards of nursing have outlined 
extensive definitions of professional misconduct. Some examples may include 
revealing protected health information, negligence, false reporting or failing to 
report, practicing beyond the scope of nursing, delegating to unlicensed personnel 
outside of their scope, treating without consent, or guaranteeing that success will 
result from medical treatment [47]. As one would expect, these are some of the most 
common areas in which nurses can experience legal liability within the scope of 
their practice.

 Statutory Law

Throughout the history of medicine, nurses were not commonly considered to be 
medical professionals that were subject to litigation. The professionalization of 
nursing has led to increased autonomy and responsibility among nurses, which has 
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in turn led to the development of numerous laws to help regulate the nursing prac-
tice and protect staff. Nursing laws are created by the federal government, states, 
and hospital policy and procedure manuals, resulting in varying legal implications 
depending on the location. It is the responsibility of the nurse to know the law; 
ignorance will not dismiss a legal deposition. Violations of nursing law can leave 
the accused subject liable for potential monetary fines, suspension or loss of license, 
and even possible imprisonment [27].

The determinants of nursing law can be broadly divided into two categories: 
statutory law and common law. First, we will explore examples of statutory law. 
Statutory law refers to laws that are created by legislative bodies such as Congress 
or state boards of nursing [27]. Federal statutes are responsible for defining the 
minimal standards of care for hospital personnel in all facilities that receive federal 
funds, whereas state statutes deal with more specific legislation, unique to the juris-
diction in which they are applicable.

There are four main federal laws that most greatly impact nurses [27]. First is the 
Emergency Medical Treatment and Active Labor Law, or EMTALA.  Enacted in 
1986, EMTALA was put in place to protect uninsured and/or financially vulnerable 
patients from being refused treatment by emergency departments due to their insur-
ance status [27]. Second is the Americans with Disabilities Act of 1990, with an 
intent on ensuring that disabled persons receive equal, unbiased healthcare. This 
law requires institutions to provide assistive devices to accommodate a patient’s 
disability in order to maintain an equitable standard of care [27]. 1990 also saw the 
implementation of the Patient Self Determination Act, our third federal law, which 
supported the patient to express preferences of treatment and participate in their 
healthcare. This law was also pivotal in informing patients about their ability to 
accept and/or refuse treatment and introduced advanced care directives [27]. The 
final, and probably most familiar, federal statute is the Health Insurance Portability 
and Accountability Act of 1996, also known as HIPAA. The primary directive of 
HIPAA is to ensure the confidentiality of patient protected health information [27].

State statutes are largely determined by nurse practice acts. As we have dis-
cussed, nurse practice acts are state-specific pieces of legislation that are designed 
to protect the public and define nursing responsibilities [27]. Nurse practice acts 
will generally define the term of registered nurse, outline standards and scope of 
practice, and give examples of behaviors that are prohibited by registered nurses. 
Examples of illegal nursing activity may include, but are not limited to, diverting 
medications, being impaired by drugs and/or alcohol while at work, treating outside 
of the scope of practice, falsifying records, and physical and/or sexual abuse of a 
patient [59]. Each state board of nursing has the ability to investigate any deviance 
from prescribed policies. It is the responsibility of the nurse to understand the poli-
cies designated by their state of practice as well as their state’s nurse practice act. 
Failure to comply with one’s state nurse practice act can lead to the revocation of 
professional licensure [59].
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 Common Law

In contrast to statutory law, common law comes from judicial decisions during med-
ical litigation cases. Once a medical case has been brought to state or federal court 
and a judge has made a ruling, said ruling is incorporated into the standards of pro-
fessional nursing conduct [57]. These standards of conduct will partially contribute 
to the evolution of the nursing scope of practice over time. One prominent example 
of a legal case determining the expected conduct of nursing was that of Utter v. 
United Hospital Center, Inc., in which a jury determined that nurses were required 
to exercise judgment independent of physicians, if necessary, in order to prevent 
harm to the patient [57].

Plaintiff Garth R. Utter had fallen from a ladder and had sustained injuries to his 
right wrist, elbow, and back, injuries that were revealed to be a “comminuted com-
pound fracture of the right wrist, a posterior dislocation of the right elbow, and a 
compression fracture of the second lumbar vertebra,” respectively [57]. His right 
arm was casted by a physician, and he was admitted to United Hospital Center for 
monitoring. About 48 hours into his hospital stay, the patient began to show symp-
toms of compartment syndrome in his right arm and from then on rapidly deterio-
rated. These complications eventually led to his right arm being amputated. 
Documentation showed that staff nurses had reported the patient’s condition to the 
overseeing physician, but that the physician did not escalate care. Since the nurses 
did not activate the physician chain of command, they were indicted with negli-
gence. The reason this was considered to be a landmark case is because this was the 
first time that nurses were seen as legally independent medical professionals, and 
therefore liable to litigation [27]. Since it had been established that nurses could be 
subject to litigation as a direct result of their actions or inactions, further education 
was required on how instances of civil or criminal law could apply to nurses, 
specifically.

 Tort Law: Unintentional Torts

There are many examples of civil lawsuits that fall under the legal umbrella of torts. 
A tort can either be intentional, as in cases of assault and/or battery, or uninten-
tional, as with issues involving negligence or malpractice. In order for something to 
be considered a tort, it must be proven that there was a civil wrong committed by 
one party against another party that violates the legal duties determined by their 
personal relationship [26]. Reasonableness and social expectations determine 
whether or not the breach of duty between parties is considered a tort.

In addition to reasonable behavior, professionals are judged against standards of 
practice; if there is a violation in either of these categories, the practitioner is defined 
as negligent [56]. Negligence committed by professionals is otherwise referred to as 
malpractice [27]. Therefore, when considering its application to nurses, the terms 
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can be used interchangeably. In other words, the nurse-patient relationship is a 
legally binding personal and professional contract. If the nurse wrongs the patient, 
whether intentionally or unintentionally, the nurse can be subject to litigation if he/
she did not reasonably conform to the standards of nursing practice during the 
incident.

In order to prove malpractice, the plaintiff must prove that five specific circum-
stances had occurred. First, it must be proven that the nurse had a duty to the plain-
tiff. This can be determined by something as simple as the nurse’s daily patient 
assignment. Second, if the nurse-patient relationship was proven, the plaintiff must 
then define the appropriate standard of care for the nurse in question [4]. The appro-
priate standard of care is defined as the general degree of skill, knowledge, and care 
that is ordinarily possessed by a practitioner in good standing within their profes-
sion [18]. Nurse practice acts, hospital policy, procedure manuals, and federal regu-
lations all define the general standard of care.

Once the standard of care is determined, thirdly, the plaintiff must prove that the 
nurse had deviated from the standard of care. Juries test the standard of care by ask-
ing whether or not a prudent nurse with the same level of experience would have 
performed similarly under said circumstances [18]. For example, a critical care 
nurse with 15 years of experience will not be held to the same standard of care as an 
outpatient urgent care nurse with 15 years of experience. Additionally, a critical care 
nurse with 1 year of experience will not be held to the same standard of care as a 
critical care nurse with 15 years of experience. Next, if a breach in the standard of 
nursing practice has been identified, the plaintiff must then prove that their injury 
was a direct result of said breach. Finally, the plaintiff must then prove that said 
breach had resulted in damages [4].

Critical care nurses are held to the same level of legal liability as floor nurses. 
However, the standard of care is vastly different for a critical care nurse than that of 
a floor nurse. The scope of practice is heavily influenced by unit protocols and edu-
cational standards, and it is often more fluid and technical than in floor nursing [26]. 
As an example, the responsibilities of advanced practice providers relative to nurses 
often falls within a gray area precisely because critical care nurses are expected to 
interpret clinical signs and symptoms and act upon them immediately. This added 
level of responsibility over floor nurses crucially differentiates the necessary regula-
tory treatment between the two roles.

In many hospitals, critical care nurses have standing orders. For example, say a 
cardiac ICU nurses were to notice that her patient was having premature ventricular 
contractions and then drew a set of labs and replaced electrolytes per standing 
orders. Even though there are standing orders telling her to do so, she is technically 
making the medical diagnosis of PVCs caused by electrolyte imbalances. Legally, 
diagnosing within the context of nursing practice is significantly different than a 
medical diagnosis. In fact, if a nurse were to diagnose as a physician does, it would 
be seen as a breach of the scope of practice. Instead, nursing diagnoses are more 
related to physical and physiological signs that nurses observe as part of their clini-
cal judgment [45]. This conundrum frequently presents itself in intensive care units 
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and is part of the reason behind the immense level of continuing education required 
to be a critical care nurse.

Juries refer to many sources when determining the standard of care for nurses. 
Some examples of useful bodies of evidence are nurse practice acts, professional 
organizations such as the American Nurses Association or The Joint Commission 
on Accreditation of Healthcare Organizations (JCAHO), employee job descriptions, 
practice standards related to the nurse’s specialty, and hospital policy and procedure 
manuals [56]. In addition to performing within the prescribed standard of care, 
nurses must also practice using the nursing process. If a nurse is able to demonstrate 
reasonable execution of assessment, planning, implementation, and evaluation, then 
they are considered to be practicing within the reasonable standards of care for their 
profession. If, however, any one of these methods is proven to be insufficient, the 
nurse may be liable for malpractice [56]. These cases are commonly referred to as 
the “failure to” cases; failure to assess, failure to evaluate, failure to document, fail-
ure to rescue, and failure to report are some examples.

A significant example of a legal case where nurses were subpoenaed for negli-
gence was Brandon HMA, Inc. v. Bradshaw [8]. Dawn Bradshaw alleged that the 
treatment received from the nursing staff was negligent and did not meet the stan-
dard of care, said treatment resulting in her permanent disability from brain damage 
after cardiac arrest. Bradshaw was admitted to Rankin Medical Center on February 
17, 1997, with the diagnosis of bacterial pneumonia. On February 21, 1997, a chest 
tube was inserted for fluid drainage on the affected left lung. Two nurses taking care 
of Bradshaw periodically took her vital signs and noted no distress after the chest 
tube insertion.

At 2300, Alex Lewis, LPN, assumed care of Bradshaw. Lewis was assigned to 
the patient and supervised by charge nurse Pam Nail, RN. Around midnight, Lewis 
performed his first assessment of Bradshaw, and a set of vital signs were normal 
other than a slightly elevated heart rate. The chart reflected that Bradshaw was com-
plaining of pain on her left side. Throughout the night, Bradshaw continued to com-
plain of increasing pain on her left side. Lewis did not take another set of vital signs; 
rather, Bradshaw was medicated with Tylenol for pain and Ativan for anxiety. At 
0240, Lewis rounded on Bradshaw to find her sitting up in bed, complaining of 
significant pain, and with rapid, shallow breathing. Lewis medicated Bradshaw with 
the narcotic Lorcet Plus and did not take her vital signs. At 0330 Bradshaw was 
found to be disoriented, diaphoretic, and not following commands. Lewis then 
checked vital signs and left the room to notify Nail. When both Nail and Lewis 
returned to Bradshaw’s room, she was found cyanotic, apneic, and pulseless. A code 
was called and CPR was initiated, Bradshaw was transferred to the ICU. While in 
intensive care, MRIs of the brain revealed that Bradshaw had extensive brain dam-
age as a result of a lack of oxygen.

Bradshaw survived but was left permanently disabled as a result of her brain 
injury. She was unable to independently perform activities of daily living and 
requires assistance with mobility. She also requires continual administration of anti-
spasmodic drugs to alleviate her frequent muscle spasms. Bradshaw stated that the 
negligence of the nursing staff was the direct cause of her injury. The standard of 
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care would have required Lewis and/or Nail to take vital signs and notify the physi-
cian during her continued complaints of pain. The expert witnesses, judge, and jury 
agreed with Bradshaw and awarded her $9 million in damages.

 Tort Law: Intentional Torts

In comparison to unintentional torts, intentional torts are defined as civil wrongs 
that directly violate a person’s legal rights [27]. In respect to nursing, the offensive 
act of the nurse was intentional, although harm of the patient may not have been the 
intended result. Some examples of intentional torts are assault, battery, and false 
imprisonment [27]. Unlike with malpractice cases, intentional torts do not have to 
be proven by the plaintiff as being a divergence from the standard of care in order 
for them to be legally processed. Penalties for intentional torts vary based on the 
type of tort, but fines and punitive damages are often involved [27].

While the terms assault and battery are often grouped together within the realm 
of intentional tort law, they each have a distinct definition. Assault occurs when the 
plaintiff claims an intentional act had created reasonable discontent and fear of 
physical contact from the assailant [56]. It is important to note that physical contact 
is not required in order to determine an occurrence of assault. Battery, on the other 
hand, is defined by an intentional act that brings unauthorized or harmful contact to 
a person [27]. Although the definitions remain consistent across all types of law, the 
terms assault and battery are not always portrayed in the same way in medicine as 
they are within society. For example, nurses can face charges of assault for threaten-
ing to restrain a patient. Nurses could also be charged with battery for giving a 
patient a medication that they have refused. In most cases, nurses mold their treat-
ment plan from the ethical principles of beneficence and nonmaleficence, and 
patient harm is not the intention of their actions. However, they can still be prose-
cuted if they do not practice within the legal limits of their profession.

As previously mentioned, the Patient Self Determination Act determined that the 
mentally competent patient has the right to refuse any treatment plan prescribed by 
healthcare professionals. If a patient is deemed capable of making their own deci-
sions, they are legally able to refuse any treatment that had been previously agreed 
to. If a nurse were to prevent, either physically or verbally, the patient from acting 
on their wishes it would be considered false imprisonment [27]. It is important to 
note that physical restraint is not required for a charge of false imprisonment. 
Although not commonly seen in critical care, this issue often presents itself when a 
patient wishes to leave the hospital against medical advice, or AMA. The nurse does 
not have the authority to prevent the patient’s departure and is legally required to let 
the patient leave. The nurse must simultaneously contact the provider and notify 
them of the patient’s desire to leave AMA [27]. Many facilities have forms that 
exempt them from some legal liability if the patient’s condition were to deteriorate 
after leaving the hospital against medical advice. Said forms detail the dangers of 
leaving the facility prior to medical readiness and require a patient signature.
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An example of false imprisonment more commonly found in critical care is the 
application of physical restraints. Patients in intensive care are commonly supported 
with a multitude of machines. It is not uncommon for patients to have endotracheal 
tubes, feeding tubes, urinary catheters, and central intravenous access lines simulta-
neously, many of which are providing life-sustaining treatment. In addition to this, 
these patients can be taking medications that affect their mental capacity, such as 
sedatives or potent analgesics. Therefore, it is often difficult to assess the mental 
competency of an ICU patient. Since the assessment of mental capacity can be sub-
jective, it is sometimes the case that nurses are at risk of prosecution when restrain-
ing patients.

The grey area arises when determining whether or not a patient’s mental capacity 
is lacking to the point of warranting restraint application. Patients can often be alert, 
but it is difficult to discern whether or not they are completely oriented, which could 
lead to potential safety complications. Due to these circumstances, many critical 
care nurses often apply “medical restraints.” Unlike forensic restraints, medical 
restraints are applied when patients are believed to be a safety risk or at risk to their 
medical progression. Confusion and attempts to dislodge medical devices are exam-
ples of determinants for the application of medical restraints. Restraints can be 
physical, such as soft wrist restraints or elbow immobilizers, or they can be chemi-
cal, such as sedatives.

Since restraint application is a serious consideration, organizations such as 
JCAHO and individual medical facilities have protocols involving restraint alterna-
tives, restraint application requirements, and assessment requirements for patients 
in restraints. The Joint Commission states that nurses are responsible for preemp-
tively identifying behaviors that could lead to restraint application and treating them 
as necessary. If less restrictive alternatives have failed, the nurse applying the 
restraints must be able to prove that other alternatives were attempted to maintain 
patient safety prior to restraint application [26].

 Electronic Medical Records (or EMRs) Electronic Medical 
Records and Their Legal Implications

The use of is on the rise within healthcare systems across the globe. Designed to 
increase efficiency, safety, and productivity, electronic record keeping has the abil-
ity to provide innumerable benefits. With an increased utilization of electronic 
health records, and the benefits that come with it, healthcare institutions have also 
encountered significant pitfalls. The risks of patient data becoming public, increased 
time spent documenting, and lack of communication between different EMR sys-
tems are all significant problems that remain to be addressed with this new 
technology.

Nurses, in particular, are largely affected by the implementation and ongoing 
requirements of electronic documentation, both positively and negatively. One 
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positive result of the technology is that electronic systems help documentation more 
accurately reflect the present condition of the patient. For example, nurses are able 
to chart on important aspects of patient care as they occur, such as vital signs or fluid 
output. Electronic monitors often have the capability to transmit some information 
directly into the chart, therefore reducing possible transcription errors. Once charted 
on, these numbers become available to all members of the healthcare team, making 
the distribution of information more efficient. Another benefit is that EMRs also 
allow for information to be easily located within the chart, especially if a patient has 
a complex medical history involving multiple hospitalizations.

Along with organizing the distribution of patient information across various 
health systems, electronic medical records are also being implemented by health-
care institutions with the intention of decreasing medical errors. Electronic order 
sets reduce prescribing time for providers but also eliminate the need for physically 
writing out orders. This is seen as particularly beneficial because eliminating illeg-
ible handwriting has enormous potential to decrease risk during medication admin-
istration and treatment. Additionally, barcode scanning technology provides a 
second check when nurses are administering medications. Nurses are taught to 
always scan the patient and the medication before administration, along with check-
ing the “five rights” of medication administration. These safety protocols, both 
technological and practical, are crucial in reducing instances of medication and dos-
age errors.

An example of the importance of medication scanning and the rights of medica-
tion administration can be seen in the case Farmer v. Willis-Knighton Medical 
Center [15]. This case centered around the disputed events of Ms. Martin’s unex-
plained death. Ms. Virginia Martin presented to the Willis-Knighton emergency 
room complaining of abdominal pain, vomiting, and diarrhea. After some initial lab 
work and imaging, Ms. Martin was given the diagnosis of gastroenteritis from Dr. 
John Reeves. After reviewing Ms. Martin’s lab work, Dr. Reeves ordered Demerol 
for pain, Phenergan for nausea, and potassium for hypokalemia. Nurse Hansen, 
assigned to Ms. Martin, was responsible for medication administration. The chart 
reflected the following events: after medication administration at 2140, Ms. Martin’s 
IV infiltrated, at 2144 Ms. Martin’s face was mottled, and she had a decreased level 
of consciousness, and at 2147 a code was called. Resuscitation was attempted for 
30 minutes and was unsuccessful. The cause of death was determined to be an acute 
cardiac arrhythmia and arteriosclerotic heart disease.

Two family members that were in the room during the medication administra-
tion, Ms. Farmer and Dr. Johnson, stated that they saw Nurse Hansen draw up three 
IV medications in similarly sized syringes and administer them all via IV push. It is 
important to note that, while Phenergan and Demerol can be administered IV push, 
potassium cannot. Both family members testify that almost immediately after the 
medication administration, the patient was writhing in pain and screaming that her 
IV arm was burning. As noted by the chart, that IV had infiltrated. The patient then 
became unresponsive and cardiac arrested. Both family members testify that Nurse 
Hansen administered the potassium IV push, which was the direct cause of Ms. 
Martin’s death.
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Expert witness Dr. Walter Simmons agreed that the immediate symptoms up to 
Ms. Martin’s cardiac arrest would be seen with undiluted potassium administration 
and noted that there was a lack of charting supporting Nurse Hansen’s actions. 
Expert witness JoAnne Gongora, RN, agreed that the charting did not meet the 
standard of care and noted that times were changed and written over in many places 
throughout the chart. Willis-Knighton Medical Center argued that Ms. Martin’s IV 
had infiltrated during her contrast CT, prior to the medication administration, and 
therefore she could not have been given IV push potassium. The court eventually 
sided with the plaintiffs, awarding $60,000 to each of Ms. Martin’s 13 children for 
wrongful death damages, $250,000 in survival damages, and $6833.72 in funeral 
expenses [15]. If Nurse Hansen had properly utilized the barcode scanning system 
and reviewed the medication administration order, Ms. Martin’s life could have 
been saved.

Risk management is an essential component of healthcare. Electronic systems 
have recently developed “best practice advisories,” or BPAs. A BPA is triggered 
when a patient meets certain criteria based on what the nurse has charted; once said 
criteria are met, nurses are prompted to reflect on their recent charting and assess the 
results further. For example, many systems have a SIRS BPA. When a patient has 
vital signs that may represent a potential cause of systemic inflammatory response 
syndrome (SIRS), a BPA is triggered, and the electronic charting system notifies the 
nurse to verify the vital signs. The nurse is then further required to chart whether or 
not the vitals have been addressed by his/herself and the primary care team.

From a legal standpoint, nursing documentation is usually the most referenced 
part of the chart during litigation. Due to its ability to paint a vivid picture of the 
patient in “real time,” the attorney, judge, and jury depend on nursing documenta-
tion to make their decisions [25]. Expert witnesses are often able to ascertain 
whether or not the standard of care was maintained by assessing nursing documen-
tation. Thanks to electronic prompts, EMRs are able to maintain facility and state 
charting standards in ways that paper charting could not. By requiring vital checks 
and manual acknowledgment after a predefined set of warning signs, EMRs ensure 
that documentation standards are more thoroughly being met. In addition, nurses 
are responsible for charting on almost every aspect of patient care, meaning their 
assessment dominates the majority of the electronic record. Accurate documenta-
tion is essential in order to protect nurses and hospitals from litigation.

Although there are many positive changes associated with electronic medical 
records, there are some shortcomings as well. The main concern with EMRs is the 
maintenance of HIPAA and the security of protected health information. Within the 
hospital, open computer screens or scraps of paper documentation left at the bedside 
could be accessed by anybody—potentially risking the privacy of the patient. Many 
facilities have developed paperless shift handoff systems and auto-locking com-
puter screens in order to reduce these problems. Additionally, when PHI files are 
shared between departments and healthcare facilities, files must be encrypted if 
transmitted via email [4]. If the information is being faxed, face sheets are now 
required to precede any sensitive medical information. All of these protective 
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measures aim to ensure that institutions can implement these highly beneficial 
EMRs while still maintaining HIPAA compliance.

Another concern with EMRs is the accessibility of charts. Although records have 
been shown to be easy to navigate in their electronic form, the same cannot be said 
for when electronic records are printed out. When an EMR is printed, it is typically 
a long and cumbersome document, lacking any sense of cohesion. Such documents 
can be a nightmare to navigate effectively. In some instances, when the electronic 
chart is not functioning or is getting updated (also known as downtime), nurses are 
forced to return to paper charting. Younger nurses typically have little to no experi-
ence with paper charting, creating a steep learning curve with relatively brief prepa-
ration and training.

Skeptics of EMRs also argue that they have made healthcare documentation 
more cumbersome and time-consuming. Several studies have shown that 30 min-
utes of patient care now requires 30–60 minutes of documentation for many US 
nurses [10]. In order to reduce time spent charting, some nurses utilize the “copy 
and paste” functionality of EMRs. Copying and pasting past nurses’ documentation 
can lead to errors in transcription and inaccurate charting [25]. As such, nursing 
staff often find themselves balancing practical time constraints to their charting with 
the risks of transcription errors when copying and pasting. As is the case with any 
powerful new technology, EMR systems come with numerous benefits to the global 
healthcare industry but also substantial drawbacks.

 Summary

The nursing profession has developed vastly since its original formation in the 
mid- 1800s, so much so that it would be arguably unrecognizable to its founders. 
From Nightingale’s early memorandums on sanitation to current global research 
partnerships and foundations, nurses are continuing to push the boundaries of their 
career limitations. While providing new platforms for medical research and treat-
ment, nurses simultaneously uphold the original qualities of beneficence and non-
maleficence when treating patients. Although it is becoming difficult to navigate the 
sea of growing ethical and legal challenges in the workplace, nurses view this as just 
another challenge that they will adapt to and conquer.
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Chapter 19
Criminal Statutes Affecting Medical 
Providers

James E. Szalados

 Introduction to Criminal Law

Criminal law is the body of law that relates to criminal prosecutions and defense. 
Crime is variably defined through social and humanistic lenses as “behavior against 
order,” “behavior against public feelings and emotions,” and “behavior incongruent 
with social conscience and common sense [1].” Crime, from a sociological view-
point, relates to human behavior incongruent with the common norms and values of 
a society [2]. Merriam-Webster defines “crime” as an illegal act for which someone 
can be punished by the government or a grave offense especially against morality 
[3]. The gravity of criminal behavior, and therefore its punishment, is that, unlike 
civil actions, crimes may be punishable by fines (monetary loss), incarceration (loss 
of liberty), lifelong criminal records (loss of certain freedoms), and/or death (loss 
of life).

Crimes can be defined by federal or state statutes, and the jurisdiction for crimi-
nal prosecution may be federal, state, or both; therefore, a number of overlapping 
laws define crime and its punishment in America. Federal criminal law is governed 
entirely by statute; there are no federal common law crimes. States variably retain 
common law crimes. Criminal jurisdiction refers to both the authority to create or 
legislate substantive criminal laws and the authority of a court to enforce laws as a 
matter of criminal procedure. The “police powers” of states are derived from the 
Tenth Amendment to the US Constitution which gives states the rights and powers 

J. E. Szalados (*) 
Director, Surgical and Neurocritical Care Units, Rochester Regional Health System  
at Rochester General Hospital, Rochester, NY, USA 

The Szalados Law Firm, Hilton, NY, USA
e-mail: james.szalados@rochesterregional.org; jszalados@aol.com

http://crossmark.crossref.org/dialog/?doi=10.1007/978-3-030-68570-6_19&domain=pdf
https://doi.org/10.1007/978-3-030-68570-6_19#DOI
mailto:james.szalados@rochesterregional.org
mailto:jszalados@aol.com


418

“not delegated to the United States” [4], thereby giving the states the power to estab-
lish and enforce laws protecting the welfare, safety, and health of the public. The US 
Constitution prohibits federal and state governments from enacting ex post facto 
laws [5]. An ex post facto law is one which (1) makes criminal an act that was inno-
cent when done, (2) aggravates a crime or increases the punishment thereof, (3) 
changes the rules of evidence to the detriment of a defendant, or (4) alters the rules 
of criminal procedure which may deprive defendants of their substantive rights.

A person accused of a crime is generally charged in a formal accusation called 
an indictment (for felonies or serious crimes) or information (for misdemeanors). 
Criminal cases are not brought privately but rather by the government, on behalf of 
the people of the USA, prosecuting the case either through the US Attorney’s Office 
in the case of a federal crime or through the state’s attorney’s office (“District 
Attorney”) in the case of state crimes. The Fifth Amendment to the US Constitution, 
as a provision of the Bill of Rights, enumerates protections for those accused of 
federal crimes including (1) protection from prosecution for crimes unless indicted 
by a grand jury, (2) protection from “double jeopardy” or being prosecuted more 
than once for the same criminal act, (3) protection from “self-incrimination” during 
testimony, and (4) protection against being deprived of life, liberty, or property 
without “due process of law” [6]. The right to grand jury indictment under the US 
Constitution is not binding on the states.

Crimes may be classified by Congress or the states as either a misdemeanor or a 
felony. Infractions are not considered crimes, although they may be punishable by 
fines. Classification of a crime as a misdemeanor or a felony depends on its maxi-
mum potential punishment, which is specific to the criminal code for a jurisdiction. 
Behavior that may constitute a misdemeanor in one state may be considered a fel-
ony in another. In some jurisdictions, a crime may result in either a misdemeanor or 
felony charge, to be determined at the discretion of the prosecutor. Also, repeated 
offenses for a misdemeanor offence may be prosecuted subsequently as felonies. 
The crime of “driving under the influence” or DUI may be classified as a misde-
meanor or a felony, depending on the circumstances.

A misdemeanor is a crime for which the punishment is usually a fine and/or up 
to 1 year in a county jail. In a sense, a misdemeanor is a class defined by exclusion; 
it is a crime that is not a felony. Thus, a criminal act that is less serious than a felony 
is considered to be a misdemeanor. In general, there are four classes of misdemean-
ors (1–4 or A–D), although Class 4/D misdemeanors are often referred to as “unclas-
sified” misdemeanors, prosecuted and sentenced primarily on the basis of discretion. 
A Class A or Class 1 misdemeanor refers to the most serious misdemeanors and 
may include assault causing bodily injury, DUI without bodily injury, resisting 
arrest, perjury, unlawful possession of a controlled substance, or the violation of a 
restraining order. A Class B or Class 2 misdemeanor may include criminal trespass, 
indecent exposure, or property theft of a worth greater than $50 but less than $500. 
Finally, a Class C or Class 3 misdemeanor are minor offences for which punishment 
may, but does not usually, include jail time, for example, disorderly conduct, crimi-
nal mischief, or reckless damage or destruction.
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A felony is a crime punishable by at least 1 year in prison but may also include 
fines and a penalty or death. Felonies are further classified as violent and nonviolent 
felonies. Common laws and statutes in most states further classify felonies into 
degrees, 1–4 or A–D felonies, each associated with greater penalties, as specifically 
outlined in a state’s criminal code. Federal felonies are classified differently and 
range A–E, where, in contradistinction to state felonies, Class A federal felonies are 
the gravest and associated with the harshest penalties.

Moral turpitude is defined vaguely as “a legal concept that refers to any conduct 
that is believed to be contrary to the community standards of honesty, justice, or 
good moral values. While there is no one exact definition of acts that are considered 
under moral turpitude, they are typically described as any acts of vileness or deprav-
ity, or of sexual immorality, whether in a private or social context” [7]. US law 
designates “moral turpitude” as a reason to restrict the licensing of professionals, 
including, but not limited to, doctors and lawyers, and also as a criterion for denial 
of admission to the US Black’s Law Dictionary which defines the phrase “good 
moral character,” in part, as:

[a] pattern of behavior that is consistent with the community’s current ethical standards and 
that shows an absence of deceit or morally reprehensible conduct .... A pattern of behavior 
conforming to a profession’s ethical standards and showing an absence of moral turpitude. 
Good moral character is usu[ally] a requirement of persons applying to practice a profes-
sion such as law or medicine. [8]

A conviction involving a crime of moral turpitude may have significant implications 
regarding professional licensing, medical staff credentialing, or other certifications. 
Moral turpitude has been used by the American Bar Association (ABA) and in med-
ical licensing as a reason for disbarment or licensure revocation. In 1983, the ABA 
removed the term because it was too broad and vague. Many licensure applications 
require that the applicant answer “have you been convicted of a misdemeanor 
involving moral turpitude?” Arguably, although any misdemeanor, by definition, 
involves the breach of a social duty that man owes to his fellow man or to society in 
general, the specific legal issue is whether the misdemeanor translates in conduct 
that constitutes baseness, vileness, or depravity.

In 1992 an Ohio physician, Lawrence J. Rossiter, failed to file one of his employ-
ee’s quarterly federal tax returns, a misdemeanor, and in 1995 he failed to pay 
estimated taxes of about $160,000, a felony; in 1998 he pled guilty in federal court 
and paid, in addition to restitution, a $2000 fine and served 6 months of monitored 
home confinement, but subsequently in 2000, the Ohio board of medical licensure 
suspended his license for 90 days based on the interpretation of the law that the 
misdemeanor crime involved “moral turpitude.” The physician challenged the deci-
sion of the medical board in court, but the court affirmed the board’s license suspen-
sion [9]. The physician then appealed the trial court’s decision, and, in 2002, an 
Ohio court of appeals reversed the trial court’s decision opining “We believe appel-
lant’s misdemeanor offense under the circumstances of the present case did not rise 
to the level of baseness, vileness, or the depravity in private and social duties which 
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man owes to his fellow man, or to society in general.” The appeals court made a 
request to the licensing board to review the case; however the board reaffirmed the 
suspension [10].

 The Elements of a Crime

In order to prove culpability under criminal law, the prosecution is required to prove 
specific elements: (1) “actus reus” (guilty action) which refers to a voluntary physi-
cal act or omission, (2) accompanied by (2) “mens rea” (guilty mind) which refers 
to a state of mind at the time of the act, (3) concurrence in time of “actus reus” and 
“mens rea,” and (4) a harmful result caused both factually and proximately by the 
defendant’s action(s). Strict liability crimes, such as statutory rape, do not require a 
proof of a mens rea; in this circumstance the law does not require that the prosecu-
tion shows that defendants have actual factual knowledge of the child’s age.

The Model Penal Code and most state statutes require a showing of “purposely,” 
“knowingly,” or “recklessly” for most crimes. Providers should be aware that these 
terms, frequently included in a medical malpractice compliant, do not generally, but 
still may, impute criminal liability. Rather, the term “reckless” in terms of medical 
malpractice or personal injury refers to the proposition that a person knew or should 
have known that a certain conduct would likely cause harm, thus alleging a greater 
level of liability than pure negligence, which is a failure to exercise reasonable care 
resulting in the injury of another person. These terms in a medical malpractice com-
plaint are mostly intended as a basis for supporting an award for punitive damages.

A finding of guilt for any given crime also requires that the prosecution proves 
each element of a crime, as defined by jurisdiction. For example:

• False imprisonment: (a) unlawful, (b) confinement of a person, and (c) without 
valid consent

• Larceny: (a) a taking, (b) and carrying away (asportation), (c) of tangible prop-
erty, (d) of another, by trespass, (e) with the intent to permanently deprive another 
person of his interest in that property

• Assault: (a) an act intended to cause apprehension of harmful or offensive con-
tact and (b) apprehension in the victim that harmful or offensive contact 
would occur

• Fraud: (a) a making of a false statement, (b) with knowledge that the statement 
is false or with reckless disregard as to whether or not the statement is false or 
true, (c) with the intent that the listener rely on the statement, (d) with the result 
that the listener relies on the statement, and (e) with the result that the listener 
is harmed

• Conspiracy: (a) an agreement between two or more persons, (b) with an intent to 
enter into an agreement, and (c) an intent to achieve the objective of the agree-
ment (noting that most states now also require an overt act in furtherance of the 
conspiracy in addition to mere preparation)
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 Basics of Criminal Procedure

The US Constitution guarantees specific rights of individuals faced with criminal 
prosecution. Specifically, Amendments IV, V, VI, and VIII have important provi-
sions regarding the rights of accuseds. The Fourth Amendment [11] includes both 
the prohibition against unreasonable searches and seizures and the exclusionary rule 
which prohibits the introduction of evidence obtained in violation of a defendant’s 
Fourth, Fifth, or Sixth Amendment rights. The admissibility of evidence is governed 
by a preponderance of the evidence test. The Due Process Clause of the US 
Constitution provides that guilt in a criminal trial must be established by jury, find-
ing the defendant “guilty beyond a shadow of a doubt” [12].

Evidentiary searches and seizures must be reasonable under the Fourth 
Amendment; a Fourth Amendment rights arises when (a) there is governmental con-
duct, (b) where the defendant has a reasonable expectation of privacy, and either a 
warrant is served or there is a valid warrantless search and seizure. Where a warrant 
is served, in order to be valid, it must (a) be issued by a neutral and detached mag-
istrate [13], (b) be based in probable cause [14] based in facts obtained under oath 
or affirmation [15], and (c) describe with particularity the premises [16]. Only the 
police and not private citizens may execute a warrant; the presence of third parties, 
such as private citizens or the media, who are not critical to the warrant’s execution, 
renders the search unreasonable. There are exceptions to the requirements for a war-
rant, such as a search incidental to a lawful arrest, items in plain view, automobiles, 
or consent.

The Fifth Amendment, applicable to the states through the Fourteenth 
Amendment, provides, in part, that no person will be compelled to give self- 
incriminating testimony [17]. The case of Miranda v. Arizona [18] defined the basis 
for the admissibility of a confession based on the Fifth Amendment rights. The 
Miranda Court opined that police interrogation as conceived and practiced at the 
time was inherently coercive and the resulting intimidation, though informal and 
without legal sanction, was contrary to constitutional protections. There are several 
elements to Miranda, including the following: (1) Miranda warnings must be given 
prior to “questioning initiated by law enforcement officers after a person has been 
taken into custody or otherwise deprived of his freedom of action in any significant 
way” [19]; (2) Miranda warnings must precede custodial interrogation; (3) prior to 
interrogation of a suspect in custody, he or she must be given full warnings, or the 
equivalent, of his rights; and (4) once a suspect who has been appraised of his or her 
rights asserts the right to silence and requests counsel, the police must respect that 
assertion [19]. Once an accused invokes his right to counsel, all questioning must 
cease until the accused is provided with attorney representation. Miranda rights may 
be waived; that waiver must be knowing, voluntary, and intelligent [20].

The Sixth Amendment right to a jury trial applies to the states. The defendant has 
a right to counsel under the Fifth and Sixth Amendments, which applies at all criti-
cal stages of a criminal prosecution after formal criminal proceedings are initiated. 
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The Sixth Amendment also grants a defendant in a criminal proceeding a right to 
confront his or her accuser and also to confront adverse witnesses.

There are four main insanity defenses in a criminal proceeding: (a) M’Naghten, 
(b) irresistible impulse, (c) substantial capacity, and (d) Durham. The M’Naghten 
insanity defense, created in England in 1843 [21], is the most common insanity 
defense in the USA. M’Naghten is a cognitive test which focuses on the defendant’s 
awareness, rather than the ability to control his or her conduct. There are two ele-
ments of M’Naghten: (a) First, the defendant must be suffering from a mental defect 
at the time he or she commits the criminal act. (b) Second, the trier of fact must find 
that because of the mental defect, the defendant did not know either the nature and 
quality of the criminal act or that the act was wrong. The “substantial capacity test” 
is a defense created by the Model Penal Code and states that “a person is not respon-
sible for criminal conduct if at the time of such conduct as a result of mental disease 
or defect he lacks substantial capacity either to appreciate the criminality [wrong-
fulness] of his conduct or to conform his conduct to the requirements of law” [22]. 
The Durham insanity defense [23] is used only in the state of New Hampshire.

 Accomplice Liability

At common law there are potentially four types of parties to a felony: (1) the prin-
cipal in the first degree, (2) a principal in the second degree (those who command, 
aid, or encourage and are present at the crime), (3) accessories before the fact 
(person(s) who aid, abet or encourage but are not present at the crime), and (4) 
accessories after the fact (who may assist the principal after the crime is commit-
ted). Modern statutes have combined the principal in the second degree with the 
accessories before the fact, leaving (1) the principal, accomplices, and accessories 
after the fact. The principal is the one who with the requisite mental state actually 
engages in the act or omission which results in the criminal act. The accomplice is 
the one who, with the requisite intent for a crime to be committed, knowingly, vol-
untarily, or intentionally aids, counsels, or encourages the principal before or during 
the commission of a crime. The accessory after the fact is the one who assists 
another, knowing that he or she has committed a felony, with the intent of helping 
to escape arrest, trial, or conviction.

An accomplice is criminally liable to the same extent as the principal. The 
accomplice is liable for complicity, the act of helping or encouraging another indi-
vidual to commit a crime or failed to prevent it. The elements of proof necessary to 
establish complicity vary by state but generally include (1) the commission of a 
crime by another; (2) the accomplice “aided, counseled, commanded, or encour-
aged” the other person in the commission of the crime; and (3) the accomplice acted 
with the requisite mental state (as defined within the jurisdiction) to assist in com-
mission of the crime. Furthermore the accomplice is liable for additional separate 
and subsequent crimes, resulting from the initial crime, as long as the subsequent 
crimes were probable or foreseeable.
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 Burden of Proof and Presentation of Evidence

There is a presumption of innocence as a component of a fair trial [24]. The Due 
Process Clause of the Constitution requires that the state proves guilt “beyond a 
reasonable doubt.” Thus, the level of proof required in criminal cases is substan-
tially greater than that required in civil cases, where the degree of proof is “by a 
preponderance of the evidence.” The prosecution must prove all elements of the 
crime. In addition, the prosecution must meet the burden of proof to overcome any 
affirmative defenses.

 Guilty Pleas and Plea Bargaining

A guilty plea is “more than a confession which admits that the accused did various 
acts”; it is a “stipulation that no proof by the prosecutor need be advanced” [25]. “A 
guilty plea is the ‘legal equivalent’ of a ‘verdict’ and is ‘tantamount’ to a ‘finding’” 
of guilt [26]. A plea of guilty results in a waiver of the Sixth Amendment right to a 
jury trial for criminal cases. The judge must advise the accused personally [27] 
regarding the nature of the charge for which a plea is offered [28], the maximum 
penalty and any applicable mandatory minimum sentences, and the right to not 
plead guilty. If the court accepts the plea, the case proceeds to sentencing.

The laws regarding plea bargains vary between jurisdictions. California makes a 
distinction between “(1) a conditional plea, where a plea is conditioned upon receiv-
ing a particular disposition, and (2) an unconditional or open plea” [29]. In general, 
a plea bargain is an agreement between a defendant and a prosecutor, in which the 
defendant agrees to plead guilty or “no contest” (“nolo contendere”) in exchange for 
the use of prosecutorial discretion to drop one or more charges, reclassify the crime 
to one of a less serious nature (and penalty), or recommend lenience in sentencing 
to the presiding judge. In general, plea bargains represent enforceable contracts as 
between defendant and prosecutor; however, the judge is neither bound by the 
agreement nor required to accept the plea. Nonetheless, although a court is not 
bound to a plea bargain until it sentences the defendant, it also must allow the defen-
dant to withdraw the plea if it refuses to sentence the defendant according to the 
agreement [30].

 Federal Criminal Statutes with Risks to Medical Providers

Medical liability in the setting of usual clinical medical practice is rare. For the most 
part, criminal liability in medicine occurs as a result of administrative activities such 
as billing and coding, inappropriate contractual relationships, or nonclinical 
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activities with patients or staff. Nonetheless, providers must realize that recent high- 
profile medical malpractice cases have resulted in felony manslaughter 
convictions.

 Criminal Prosecution for Medical Malpractice

The elements of proof necessary to sustain an allegation of medical malpractice 
under civil law are (1) duty, (2) breach, (3) causation, and (4) damages (see Chap. 
17). In order for medical malpractice to rise to a criminal cause of action, a fifth 
element must be established, that is, “mens rea” – the state of mind. Once again, 
mens rea would require proof, beyond a shadow of a doubt, that the provider acted 
“purposely,” “knowingly,” or “recklessly.” Thus, in order to demonstrate criminal 
negligence, there must be a gross and unjustifiable deviation from the standard of 
care, and in addition the provider must also be shown to have had a criminally cul-
pable state of mind at the time that the malpractice occurred. Moreover, the depar-
ture from the duty of ordinary standard of care in a criminal malpractice setting 
requires the prosecution to show that the departure was objectively unjustifiable and 
the risk was substantial. Filkins has suggested that particular patterns of physician 
conduct generally influence a prosecutor’s decision to file criminal charges against 
a physician and that the same patterns influence the jury in their verdict. The pat-
terns of conduct which triggered a sense of criminal culpability included (a) recur-
rences of identical issues, (2) a failure to act in a timely manner, and (3) an 
appearance of improper motive such as “practicing outside of one’s area of exper-
tise” or “attempting to cover up a clinical mistake” [31]. Filkins’ research suggested 
that a jury might find an accused physician criminally guilty “even if the prosecu-
tion fails to establish causation or the standard of care” so long as the jury finds that 
the physician was “irresponsible or indifferent” [31]. The court in United States v. 
MacKay [32] opined that:

[T]he case presented the jury with the .. even more difficult task of deciding whether such 
behavior constituted a kind of medical malpractice, which, although negligent, is not crimi-
nal, or whether the doctor had knowingly and intentionally left the field of medicine…

United States v. MacKay at 1297

Perhaps the best known, well-publicized case of a physician accused of criminal 
medical negligence was that of Dr. Conrad Murray, the personal physician of per-
former Michael Jackson [33]. Murray was arrested and charged with involuntary 
manslaughter in the death of Jackson after he administered propofol, an intravenous 
anesthetic to Jackson, following a prior ingestion of lorazepam, a benzodiazepine, 
outside the hospital setting, at Jackson’s residence. Jackson died June 25, 2009; jury 
selection began on September 8, 2011; the trial began on September 27, 2011; and 
on November 7, following 8  hours of deliberation, Murray was found guilty of 
involuntary manslaughter and was sentenced to 4  years in prison. Murray was 
released after two serving years.
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Criminal prosecution of healthcare professionals is not limited to just physicians, 
and both the Department of Justice and state attorney general have begun to also 
indict nurses and nursing assistants with criminal charges for alleged neglect or 
abuse of resident patients in nursing homes. The concern and justification for crimi-
nal prosecution is the protection of the vulnerable adult population in nursing 
homes. In 2009, prosecutors filed charges for second-degree criminal mistreatment 
against Virginia Munger, a CNA employed by HomeWell Senior Care in Seattle, 
WA, after prosecutors concluded that Munger failed to provide appropriate medical 
interventions for an elderly patient she was responsible for [34]. Also in 2009, 
California Attorney General charged Kern Valley Hospital administrators with eight 
felony counts of elder abuse based on allegation that they allowed staff to forcibly 
administer psychotropic medications to patients for convenience, rather than for 
their patients’ therapeutic interests purportedly resulting in deaths of three of the 
nursing home residents [35]. In 2017, The Broward State Attorney’s Office filed 
charges of “aggravated manslaughter of an elderly person or disabled adult” as 
against four staff members of a Hollywood Hills nursing home where several resi-
dents died after the air-conditioning system failed following Hurricane Irma in 
September 2017 [36].

In 2017, a Dallas neurosurgeon, Christopher Duntsch, was convicted of five fel-
ony counts of aggravated assault of serious bodily injury and sentenced to life in 
prison [37]. Apparently, Duntsch, a trained and licensed neurosurgeon, operated on 
38 patients, leaving 31 paralyzed, seriously injured, or dead from surgical complica-
tions, over a span of 2 years [38]. The prosecution argued that Duntsch was not only 
incompetent but carried malice toward his patients and intentionally that put them 
in grave danger.

In 2019, Dr. William Husel was charged in the death of 25 critical care patients 
at hospitals in and around Columbus, Ohio, through prescribing fatal doses of fen-
tanyl, a powerful opioid [39]. Husel has pleaded not guilty to 25 counts of murder 
in the deaths of the patients arguing that he was providing comfort care for dying 
patients rather than intentionally to kill them. Husel has brought suit against the 
Columbus-area Mount Carmel Health System and its parent organization, Trinity 
Health Corp. for defamation, with the claim that he did not deviate from hospital 
policy on end-of-life care [40]. The trial date has been moved to April 2021 [41].

The issue of opiate prescriptions for the management of pain is and will likely 
continue to be a public policy, regulatory, and legal risk for providers. The US Drug 
Enforcement Agency (DEA) enforces controlled substances law, and the federal 
Food and Drug Administration (“FDA”) is responsible for standards of protection of 
the public in drug use through the Federal Food, Drug, and Cosmetic Act [42]. The 
Department of Justice enforces the Controlled Substances Act (CSA), which is a 
federal criminal drug law that prohibits illegal drug manufacturing and distribution. 
Providers may be charged with violations of the CSA for misprescribing and viola-
tions of the FDCA for misbranding or adulterating a drug sold in interstate com-
merce. The subsequent penalties may range from civil monetary penalties to 
criminal misdemeanors or felonies, on a legal theory that the provider did not issue 
a valid prescription (pursuant to legitimate medical practice) and therefore 
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introduced a “prescription only” drug into the market without a prescription, render-
ing it misbranded [43]. Misprescribers, under the CSA, may face state or federal 
criminal charges. For liability to attach to physicians, they must prescribe controlled 
substances (1) knowingly, (2) without a legitimate medical purpose, and (3) outside 
the course of professional practice [44]. The challenge faced by prosecutors in crim-
inal medical liability cases is a complex assessment of (1) the point at which a medi-
cal indication becomes illegitimate, (2) a determination of the boundaries of 
standard of care, and (3) the extent at which crossing those boundaries warrants 
criminal liability [45].

 Harassment and Criminal Harassment

Harassment can occur in the workplace, potentially creating a hostile workplace 
environment, which may be actionable under various civil laws including federal 
statutes. Harassment in the workplace usually takes one of two forms: (1) discrimi-
natory offensive conduct directed against a protected class or “quid pro quo” harass-
ment, which occurs in cases in which employment decisions or treatment are based 
on submission to or rejection of unwelcome conduct, typically conduct of a sexual 
nature. Discriminatory harassment may be based in race, gender, religion, disability, 
sexual orientation, or age. Nondiscriminatory workplace harassment is usually 
based in workplace roles or positions of power. Workplace harassment may violate 
Title VII of the Civil Rights Act of 1964, the Age Discrimination in Employment 
Act of 1967 (ADEA), and the Americans with Disabilities Act of 1990 (ADA); such 
types of harassment are investigated and enforced by the US Equal Employment 
Opportunity Commission. In the context of noncriminal harassment, the aggrieved 
party may also bring a private civil suit.

Criminal harassment differs workplace or discriminatory harassment; criminal 
harassment is defined and governed by individual state laws. Here, harassment gen-
erally refers to unwanted, unwelcomed, and uninvited verbal or physical conduct 
directed against a person or persons which demeans, intimidates, threatens, or 
offends the victim and results in a hostile environment or puts a person in fear of 
their safety. Harassment encompasses “bullying.” Harassment can take many forms 
including verbal, physical, stalking, or a display or signage. In such cases, a variety 
of state statutes may interplay regarding the form through which harassment is com-
municated. Harassment can occur through the use of the mail or electronic devices 
such as a phone or computer which are forms of cyberbullying or cyberstalking. In 
general, state laws require some showing of a credible threat to one’s safety. The 
form, duration, or intensity of the behavior affects the potential criminal harassment 
charge, which can range from a misdemeanor to a high-level felony charges.

The following examples illustrate the criminal statutes of one state, New York, as 
they apply to criminal harassment (readers should consult the applicable laws of 
their own state). For example, New York’s harassment law defines the offense of 
harassment as follows: (1) the accused makes a communication likely to cause 
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annoyance or alarm; (2) the accused threatens to strike, kick, or shove another indi-
vidual; and (3) the accused participates in any course of alarming conduct or 
repeated committed acts with the intention to alarm or significantly alarm another 
individual. The crimes of menacing, harassment, and aggravated harassment are 
similar; the circumstances and the discretion of the prosecution will determine the 
severity of the penalty sought.

New York State Penal Law § 120.13 defines “Menacing in the First Degree” 
which in New York is classified as a Class E felony as:

A person is guilty of menacing in the first degree when he or she commits the crime of 
menacing in the second degree and has been previously convicted of the crime of menacing 
in the second degree or the crime of menacing a police officer or peace officer within the 
preceding ten years.

New York State Penal Law § 120.14 defines “Menacing in the Second Degree” 
which in New York is classified as a Class A misdemeanor as:

A person is guilty of menacing in the second degree when:

1.  He or she intentionally places or attempts to place another person in reasonable fear of 
physical injury, serious physical injury or death by displaying a deadly weapon, danger-
ous instrument or what appears to be a pistol, revolver, rifle, shotgun, machine gun or 
other firearms; or

2. He or she repeatedly follows a person or engages in a course of conduct or repeatedly 
commits acts over a period of time intentionally placing or attempting to place another 
person in reasonable fear of physical injury, serious physical injury or death; or

3. He or she commits the crime of menacing in the third degree in violation of that part of 
a duly served order of protection, or such order which the defendant has actual knowl-
edge of because he or she was present in court when such order was issued, pursuant to 
article eight of the family court act, section 530.12 of the criminal procedure law, or an 
order of protection issued by a court of competent jurisdiction in another state, territo-
rial or tribal jurisdiction, which directed the respondent or defendant to stay away from 
the person or persons on whose behalf the order was issued.

New York State Penal Law § 120.15 defines “Menacing in the Third Degree” which 
in New York is classified as a Class B misdemeanor as:

A person is guilty of menacing in the third degree when, by physical menace, he or she 
intentionally places or attempts to place another person in fear of death, imminent serious 
physical injury or physical injury.

New York State Penal Law § 240.25 defines “Harassment in the First Degree” which 
in New York is classified as a Class B misdemeanor as:

A person is guilty of harassment in the first degree when he or she intentionally and repeat-
edly harasses another person by following such person in or about a public place or places 
or by engaging in a course of conduct or by repeatedly committing acts which places such 
person in reasonable fear of physical injury….

New York State Penal Law § 240.26 defines “Harassment in the Second Degree” 
which in New York is classified as a violation as:

A person is guilty of harassment in the second degree when, with intent to harass, annoy or 
alarm another person:
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1. He or she strikes, shoves, kicks or otherwise subjects such other person to physical 
contact, or attempts or threatens to do the same; or

2. He or she follows a person in or about a public place or places; or
3. He or she engages in a course of conduct or repeatedly commits acts which alarm or 

seriously annoy such other person and which serve no legitimate purpose…

New York State criminal law further distinguishes “harassment” from “aggravated 
harassment” which is a felony. New York State Penal Law § 240.31 defines 
“Aggravated Harassment in the First Degree” a Class E felony as:

A person is guilty of aggravated harassment in the first degree when with intent to harass, 
annoy, threaten or alarm another person, because of a belief or perception regarding such 
person’s race, color, national origin, ancestry, gender, religion, religious practice, age, dis-
ability or sexual orientation, regardless of whether the belief or perception is correct, 
he or she:

 1. Damages premises primarily used for religious purposes, or acquired pursuant to section six of 
the religious corporation law and maintained for purposes of religious instruction, and the dam-
age to the premises exceeds fifty dollars; or

 2. Commits the crime of aggravated harassment in the second degree in the manner proscribed by 
the provisions of subdivision three of section 240.30 of this article and has been previously 
convicted of the crime of aggravated harassment in the second degree for the commission of 
conduct proscribed by the provisions of subdivision three of section 240.30 or he or she has 
been previously convicted of the crime of aggravated harassment in the first degree within the 
preceding ten years; or

 3. Etches, paints, draws upon or otherwise places a swastika, commonly exhibited as the emblem 
of Nazi Germany, on any building or other real property, public or private, owned by any per-
son, firm or corporation or any public agency or instrumentality, without express permission of 
the owner or operator of such building or real property;

 4. Sets on fire a cross in public view; or
 5. Etches, paints, draws upon or otherwise places or displays a noose, commonly exhibited as a 

symbol of racism and intimidation, on any building or other real property, public or private, 
owned by any person, firm or corporation or any public agency or instrumentality, without 
express permission of the owner or operator of such building or real property.

New York State Penal Law § 240.30 defines “Aggravated Harassment in the Second 
Degree” a Class A misdemeanor:

A person is guilty of aggravated harassment in the second degree when:

1. With intent to harass another person, the actor either:
(a)  communicates, anonymously or otherwise, by telephone, by computer or any other 

electronic means, or by mail, or by transmitting or delivering any other form of 
communication, a threat to cause physical harm to, or unlawful harm to the property 
of, such person, or a member of such person’s same family or household as defined 
in subdivision one of section 530.11 of the criminal procedure law , and the actor 
knows or reasonably should know that such communication will cause such person 
to reasonably fear harm to such person’s physical safety or property, or to the physi-
cal safety or property of a member of such person’s same family or household; or

(b)  causes a communication to be initiated anonymously or otherwise, by telephone, by 
computer or any other electronic means, or by mail, or by transmitting or delivering 
any other form of communication, a threat to cause physical harm to, or unlawful 
harm to the property of, such person, a member of such person’s same family or 
household as defined in subdivision one of section 530.11 of the criminal procedure 
law , and the actor knows or reasonably should know that such communication will 
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cause such  person to reasonably fear harm to such person’s physical safety or prop-
erty, or to the physical safety or property of a member of such person’s same family 
or household; or

2. With intent to harass or threaten another person, he or she makes a telephone call, 
whether or not a conversation ensues, with no purpose of legitimate communication; or

3. With the intent to harass, annoy, threaten or alarm another person, he or she strikes, 
shoves, kicks, or otherwise subjects another person to physical contact, or attempts or 
threatens to do the same because of a belief or perception regarding such person’s race, 
color, national origin, ancestry, gender, religion, religious practice, age, disability or 
sexual orientation, regardless of whether the belief or perception is correct; or

4. With the intent to harass, annoy, threaten or alarm another person, he or she strikes, 
shoves, kicks or otherwise subjects another person to physical contact thereby causing 
physical injury to such person or to a family or household member of such person as 
defined in section 530.11 of the criminal procedure law ; or

5. He or she commits the crime of harassment in the first degree and has previously been 
convicted of the crime of harassment in the first degree as defined by section 240.25 of 
this article within the preceding ten years.

Within the medical practice setting, harassment behavior may be on the part of the 
provider but may also be engaged in by patients, friends, or families. Furthermore, 
workplace harassment, or disruptive behavior, may escalate to the point of harass-
ment. Thus, providers should be aware of not only their rights but also their duties 
and the attendant legal risks.

 Assault/Battery

The definition of “assault” varies by jurisdiction; however, in general, the elements 
of “assault” is generally defined as (1) an action, (2) with the intent to cause reason-
able apprehension of an imminent harmful or offensive contact in another, and (3) 
the defendant’s action causes the victim to reasonably apprehend such a contact. 
Assault requires an overt or direct act that would put a “reasonable person” in fear 
for their safety. The standard for a “reasonable person” is the jury or trier of fact. No 
actual physical contact is necessary for an assault to occur; however, spoken words 
alone are not sufficient to constitute an assault unless the defendant also engages in 
an act in furtherance of the spoken words. The “intent” sufficient to constitute 
assault is a “general intent” such that intentional actions which would be considered 
dangerous by reasonable people are sufficient to sustain a charge of assault.

The definition of “battery” varies by jurisdiction; however, the elements of “bat-
tery” is generally defined as (1) intentional touching, (2) which must be either harm-
ful or offensive, and (3) without the victim’s consent. Battery generally does not 
require the intent to harm the victim, only the intent to cause a physical contact. 
Battery also does not require that the victim is harmed by the physical contact, as 
long as an intentional offensive contact actually occurs. The standard for the deter-
mination of whether a contact was in fact offensive is evaluated from the perspective 
of the “ordinary person” or the jury or trier of fact. There are both civil and criminal 
liabilities for battery, and a defendant may face both civil and criminal liabilities for 
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the same act. Not all states have actions for criminal battery; for example, New York 
does not prosecute criminal battery and rather combines battery into the crime of 
assault. Consent is a defense to the crime of battery. Informed consent is a basic 
requirement for medical care, unless certain specific exceptions apply.

For medical treatment or procedural interventions without a patient’s consent or 
in the case of an informed refusal, the patient may have a legitimate legal claim for 
a cause of medical battery, even in the absence of the provider’s intent to cause 
harm. In a medical battery claim, there is generally no need to prove injury or neg-
ligence. However, as in all battery cases, it is necessary to prove that the medical 
personnel was engaged in unauthorized touching, contact, or handling of the victim. 
Medical battery is not the same as medical malpractice and therefore is unlikely to 
be covered under standard medical malpractice liability policies. Medical battery, 
similar to all crimes, is also likely to be investigated by the State Department of 
Health and be a basis for potential professional licensure sanctions.

In the 1993 case of Craig L. Miller v. Rhode Island Hospital, Miller et al. became 
intoxicated and was involved in a serious motor vehicle accident. Miller was trans-
ported to Rhode Island Hospital where his blood alcohol level was found to be 
0.233. Based on the level of Miller’s intoxication and the nature of the accident, 
physicians decided to perform a diagnostic peritoneal lavage which Miller refused. 
Miller was physically restrained, and the procedure was performed anyway. 
Subsequently, it was determined that Miller was not competent to make a decision 
based on his level of intoxication, and he later brought suit for battery [46].

In the 2014 case of Shuler v. Garrett, PLLC LLC, Pauline Sloan Shuler died in 
the intensive care unit of Baptist Memorial Hospital-Memphis on June 23, 2011, 
allegedly from an allergic reaction to heparin injections that had been administered 
despite her objections and despite that she wore a medical bracelet noting her hepa-
rin allergy and her medical records also documenting the allergy. The Tennessee 
Court noted that “[p]erformance of an unauthorized procedure constitutes a medical 
battery” [47] and that “[m]edical battery is also distinct from, although closely 
related to, a tort arising from a doctor’s failure to obtain informed consent. Whereas 
the threshold question in an informed consent case is whether the patient’s lack of 
information negated her consent, the question in a medical battery case is much 
simpler: Did the patient consent at all?” [47].

 Criminal Federal Fraud and Abuse Laws

Although alleged violations of the federal “fraud and abuse” statutes, such as the 
federal False Claims Act or the Anti-Kickback Statute, are managed by the Office of 
the Inspector General (OIG), the enforcement of these statutes is through the 
Department of Justice and therefore the Federal Bureau of Investigation (FBI).

Potential fraud and abuse violations may come to the attention of the OIG 
through digital database analysis, Recovery Audit Contractors (“RACS”), Medicaid 
data, private insurers, whistleblowers, or patients and families. Once a complaint or 
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a pattern is discovered, preliminary examination, based on all available data under 
the provider’s Medicare National Provider Identification Number, is culled and con-
firmed. Medicare investigators will almost certainly work through the office of US 
Attorney General (USAG), with the collaboration of the Office of the Medicaid 
Inspector General at the state level and with the local oversight of the local Assistant 
US Attorney (AUSA). The provider is unlikely to be aware that such preliminary 
investigations are underway. If there is sufficient preliminary evidence to support 
further prosecution, the next step are the service of search warrants for the physi-
cian’s office and home and initiation of grand jury subpoenas. The search warrants 
are likely to be executed unannounced by many armed FBI and other federal agents 
with the objective of securing potentially evanescent incriminating evidence. 
Providers should be advised that cooperation in such settings is essential and that 
any interference with the execution of the search warrant is grounds for further lia-
bility and criminal charges; however, the provider should not make statements to the 
agents and immediately seek legal counsel.

Where the investigating agency serves a grand jury subpoena upon the provider, 
the objective is to obtain additional evidence in support of an indictment. Defense 
counsel is not permitted at the grand jury proceeding. The grand jury is likely to be 
followed by a formal pre-indictment conference, with the intent of explaining the 
charges and the evidence and potentially securing a plea, or to begin negotiations. 
Any criminal conviction, or plea of nolo contendere, involving any offense related 
to the practice of medicine is ground for denial or revocation of licensure.

 Criminal False Claims Statute

The federal False Claims Act (“FFCA”) statutorily prohibits provider conduct 
involving the submission of false claims to the government and also the knowing 
and improper retention of overpayments of government funds (see Chap. 12). The 
FFCA has been effectively used to prosecute healthcare providers for the (a) billing 
for services or supplies not actually provided, (b) billing for non-reimbursable ser-
vices, (c) using false diagnoses to justify claims, and (d) misrepresentations on gov-
ernment performance evaluations.

The criminal False Claims Statute, 18 U.S.C. § 287 provides that:
Whoever makes or presents to any person or officer in the civil, military, or naval service 

of the United States, or to any department or agency thereof, any claim upon or against the 
United States, or any department or agency thereof, knowing such claim to be false, ficti-
tious, or fraudulent, shall be imprisoned not more than five years and shall be subject to a 
fine in the amount provided in this title.

In order to prove guilt under 18 USC § 287, the government prosecution must estab-
lish that the defendant (1) made or presented a false, fictitious, or fraudulent claim 
to a department of the USA; (2) knew such claim was false, fictitious, or fraudulent; 
and (3) did so with the specific intent to violate the law or with a consciousness that 
what he was doing was wrong [48]. In contradistinction to the Civil False Claims 
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Act [49], there may not be a requirement that the statements or claims be material 
or that specific intent to defraud is required [50]. Here, presentation of a claim is 
considered to represent more than an intention to make a claim [51]. Under the 
criminal FCA, individuals found guilty of knowingly presenting a false may be 
sentenced to a maximum prison sentence of 5 years in addition to criminal fines for 
each submitted claim.

Related statutes for 18 USC § 287 False Claims Act under which additional lia-
bility may be imposed include:

• 18 U.S.C. § 285 – Taking or using papers related to claims
• 18 U.S.C. § 286 – Conspiracy to defraud Government with claims
• 18 U.S.C. § 288 – False claims through postal service
• 18 U.S.C. § 289 – False claims for pensions payments
• 18 U.S.C. § 290 – Discharge papers withheld by claim agent
• 18 U.S.C. § 291 – Purchasing claims for fees by court officials
• 18 U.S.C. § 292 – Solicitation of employment and receiving unapproved fees
• 18 U.S.C. §§1341 - Federal Mail Fraud
• 18 U.S.C. §§1343 - Federal Wire Fraud
• 18 U.S.C. § 201 - Bribery
• 42 U.S.C. § 132Oa-7b(a) - Social Security Act False Claims
• 42 U.S.C. 132Oa-7b(b) - Social Security Act “anti-kickback” provision

Federal statutes can overlap with a number of other federal criminal statutes. An 
important intersection of the FFCA occurs with the federal mail and wire fraud 
statutes, which proscribe (1) causing the use of the mail or wire communications, 
including email; (2) in conjunction with a scheme to intentionally defraud another 
of money or property; and (3) by means of a material deception. The actual offenses, 
as well as attempts or conspiracies to commit them, carry a potential term of impris-
onment of up to 30 years.

 Criminal Anti-Kickback Statute (AKS)

The Medicare Anti-Kickback Statute [52] “provides criminal penalties for individu-
als or entities that knowingly and willfully offer, pay, solicit or receive remuneration 
in order to induce business reimbursed under the Medicare or State health care 
programs. The offense is classified as a felony, and is punishable by fines of up to 
$25,000 and imprisonment for up to 5 years” (see Chap. 12). In effect the AKS 
prohibits the receipt anything of value (including nonmonetary items such as free or 
below market value rent, below free market value exchanges, excessive compensa-
tion for medical directorships, excessive relocation agreements) to induce or reward 
referrals or otherwise generate income through reimbursements from any federal 
healthcare programs such as Medicare, Medicaid, and Tricare.
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 Criminal State Fraud and Abuse Laws

Medicaid Fraud Control Units (MFCUs) investigate and prosecute Medicaid pro-
vider fraud as well as patient abuse or neglect in healthcare facilities and board and 
care facilities. The MFCUs operate in 50 states, the District of Columbia, Puerto 
Rico, and the US Virgin Islands generally under the authority of the State Attorney 
General’s Office [53]. The MCFUs will collaborate with the Office of the State 
Attorney General, and also the federal OIG, to appropriately investigate and poten-
tially secure civil or criminal penalties.

 Federal Sentencing Guidelines

The Federal Sentencing Guidelines were developed and authored by an independent 
government agency, the US Sentencing Commission. The Federal Sentencing 
Guidelines [54] are non-binding rules that set out an advisory guideline sentencing 
range for defendants. The Guidelines provide for “very precise calibration of sen-
tences, depending upon a number of factors. These factors relate both to the subjec-
tive guilt of the defendant and to the harm caused by his facts” [55]. Since the 
Guidelines may result in a sentence based on facts that were not proven beyond a 
reasonable doubt to a jury, in violation of the Sixth Amendment, they are not man-
datory [56]. Nonetheless, judges must consider the Guidelines when determining a 
criminal defendant’s sentence, and if and where there is a departure, the judge must 
explain the basis for the discretion and discuss the factors he or she used in his or 
her determination.

The guidelines assign federal crimes to 43 “offense levels” and assign offenders 
to one of six “criminal history categories.” The combination of the scores within the 
Commission’s sentencing table provides a guideline range for sentencing the 
defendant.

 Conclusions

The risk of a medical provider facing a criminal prosecution during his or her career 
is increasing; where historically the primary legal risk to providers was that of medi-
cal negligence or malpractice, federal statutes and state prosecutions under alterna-
tive theories of liability are increasing. Criminal convictions can result in fines, jail 
time, loss or medical staff privileges, loss of licensure, exclusion from payer panels, 
adjunct civil or regulatory sanctions, and a lifelong criminal record. Medical profes-
sionals faced with any criminal-level allegation should immediately seek attorney 
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counsel. Furthermore, in the event of even lower level prior misdemeanor convic-
tions, providers should seek legal counsel and guidance when completing any appli-
cations for employment, privileges, medical staff membership, or professional 
licensure or renewal.
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Chapter 20
Ethical and Legal Issues in Contemporary 
Pharmacy Practice: Scope of Practice, 
Drug Use Stewardship, Medical Error 
Management, and Teamwork

James E. Szalados

 Federal Regulation of Pharmacy Practice

The federal government regulates the development, approval, and marketing of 
drugs, including biologics, generics, over-the-counter (OTC) drugs, and other 
medicinal products and compounds through the Food, Drug, and Cosmetic Act 
(FDCA) as amended (see Chap. 30). Prior to the FDCA, which authorized the Food 
and Drug Administration (FDA), untested and often unsafe substances were sold 
indiscriminately as “medicinal compounds” by unregulated merchants. In 1937, a 
mass public poisoning occurred when the S. E. Massengill Company sold a new 
liquid formulation of elixir of sulfanilamide, an antibacterial agent, which contained 
used diethylene glycol (DEG) as an excipient. Prior to 1937, toxicity studies were 
not required of medicinal compounds marketed to the public. Massengill success-
fully argued that that could not be held liable since the effects of DEG were unfore-
seen, no applicable regulation was violated, and, ultimately, the court did not hold 
Massengill legally responsible. In 1938, the FDCA was passed with the important 
consequence of requiring drug developers and manufacturers to perform efficacy 
and safety studies prior to submitting a new drug application (NDA) for FDA 
approval.

The FDCA also regulates drugs, and pharmacy practice, thro ugh regulations that 
apply to adulteration and misbranding. In general, adulteration occurs when a drug 
is contaminated in any way prior to sale or its strength differs from, or its quality or 
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purity falls below, the standard set forth in an official compendium [1]. The FDCA 
considers a drug to be misbranded if its labeling is false or misleading [2]. Changes 
in the formulation of a drug, manufacturers, or pharmacists who compound prod-
ucts cannot legally make such alterations so as to create an unregulated “new drug.” 
The FDCA also regulates pharmacist dispensing of prescription medication, such 
that the dispensing of a prescription medication without valid authorization (the 
prescription) is a violation of the FDCA. Misbranding may also occur if a pharmacy 
receives, holds for sale, or sells a counterfeit drug. Thus, the pharmacy and pharma-
cist must maintain strict standards in their relationship with wholesalers and ven-
dors to ensure that their products are not in violation.

The Comprehensive Drug Abuse Prevention and Control Act of 1970, also 
known as the Controlled Substances Act (CSA) requires registration and specific 
record keeping and imposes rules regarding the dispensing of controlled substances. 
The CSA classified drugs based on categories [3] or schedules which are Schedule 
I–V (Table 20.1). Schedule I drugs may not be handled by pharmacies, and a phar-
macy found to be in possession of a Schedule I drug is in violation of the CSA, even 
if the scheduling of that drug was recently changed. For example, methaqualone 
(Quaalude) is a synthetic, barbiturate-like, central nervous system depressant that 
was a popular recreational drug in the USA from the 1960s through the 1980s and 
was a Schedule II drug, until 1984, when the US Drug Enforcement Agency (DEA) 
placed methaqualone into Federal Schedule I, making methaqualone no longer 
legally available in the USA. On the effective date of the reclassification of meth-
aqualone, all pharmacies in possession of methaqualone were required to immedi-
ately and properly dispose of any drug they had in stock or face violation of the CSA.

Pharmacies are required to take inventory of controlled substances every 2 years. 
The inventory of Schedule II controlled substances must represent an actual physi-
cal count, and it must be kept separate from those of other controlled substances. 
The regulations regarding inventories of drugs are highly specific, and compliance 
is essential; inventory records must be available for inspection by the DEA at any 
time. The DEA allows the transfer of original prescription information between 
pharmacies for Schedule III, IV, and V controlled substances for the purpose of refill 
dispensing on a one-time basis.

The Poison Prevention Packaging Act (PPPA) [4] of 1970 was enacted in 
response to child poisonings by pharmaceuticals. The PPPA mandated packaging 
for drugs to be designed or constructed so as to be significantly difficult for children 
under 5 years of age to open within a reasonable time and not difficult for normal 
adults to use properly. In the case that the drugs are those commonly found on store 
shelves and are purchased for the use of elderly or disabled persons who might have 
difficulty with such packaging, the Act provides that the regulated product may be 
packaged in one noncompliant fashion as long as the product was accompanied with 
a warning stating that the packaging was not recommended for use in households 
with children. In addition, regulated prescription drugs may be also dispensed in 
non-child-resistant packaging upon the specific request of the prescribing doctor or 
the patient. Failure to comply with PPPA packaging requirements is considered a 
misbranding violation under the FDCA, and a pharmacist in violation of the 
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regulations is subject to prosecution and imprisonment for not more than 1 year or 
sentenced to pay a fine of not more than $1000, or both.

The Prescription Drug Marketing Act (PDMA) of 1987 [5] was enacted with the 
intent to (1) ensure that drug products purchased by consumers are safe and effec-
tive and (2) avoid risk associated with counterfeit, adulterated, misbranded, subpo-
tent, or expired drugs. The PDMA became a part of the FDCA as an amendment in 
1988. The PDMA also addressed the practice whereby free samples, and deeply 
discounted drugs, were provided to hospitals, which in essence constituted a sec-
ondary gray market for drug distribution and which also potentially facilitated a 
drug diversion market that provides a portal through which lower-quality drugs 
were provided to patients. The PDMA requires that drug samples that are delivered 
by mail or common carrier must be directed to (1) a licensed prescriber or (2) a 
healthcare entity’s pharmacy (i.e., not a retail pharmacy). The person receiving a 
drug sample must also complete and sign a written receipt, which must be returned 

Table 20.1 Controlled substance act schedules

Classification Description Examples

Schedule I Substances or chemicals 
with no currently accepted 
medical use and a high 
potential for abuse

Heroin, lysergic acid diethylamide (LSD), 
marijuana (cannabis), 
3,4-methylenedioxymethamphetamine (ecstasy), 
methaqualone, and peyote

Schedule II Substances or chemicals 
with a high potential for 
abuse, with use potentially 
leading to severe 
psychological or physical 
dependence. These drugs 
are also considered 
dangerous

Combination products with less than 15 mg of 
hydrocodone per dosage unit (Vicodin), cocaine, 
methamphetamine, methadone, hydromorphone 
(Dilaudid), meperidine (Demerol), oxycodone 
(OxyContin), fentanyl, Dexedrine, Adderall, and 
Ritalin

Schedule III Substances or chemicals 
with a moderate to low 
potential for physical and 
psychological dependence

Products containing less than 90 mg of codeine per 
dosage unit (Tylenol with codeine), ketamine, 
anabolic steroids, testosterone

Schedule IV Schedule IV drugs, 
substances, or chemicals 
with a low potential for 
abuse and low risk of 
dependence

Xanax, Soma, Darvon, Darvocet, Valium, Ativan, 
Talwin, Ambien, Tramadol

Schedule V Substances or chemicals 
with lower potential for 
abuse than Schedule IV and 
consist of preparations 
containing limited 
quantities of certain 
narcotics. Schedule V drugs 
are generally used for 
antidiarrheal, antitussive, 
and analgesic purposes

Cough preparations with less than 200 mg of 
codeine or per 100 ml (Robitussin AC), Lomotil, 
Motofen, Lyrica, Parepectolin
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to the manufacturer or distributor of record. The PDMA imposes criminal penalties 
for noncompliance: the act of, or an offer to, knowingly sell, purchase, or trade a 
prescription drug sample is punishable by a fine of up to $250,000 and up to 
10  years’ imprisonment; furthermore, there is a “whistleblower” clause in the 
PDMA providing up to $125,000 for individuals who provide information leading 
to the conviction of a violator of this portion of the PDMA. The PDMA also prohib-
its the resale by a pharmacist of any prescription drug that had previously been 
purchased by a hospital or other “healthcare entity” and banned the reimportation of 
drugs previously exported out of the USA.

The Omnibus Budget Reconciliation Act of 1990 (OBRA-90) included a number 
of mandates affecting pharmacists including new record-keeping mandates, 
Prospective Drug Utilization Review (ProDUR) requirements, and pharmacist 
counseling obligations. The ProDUR required state Medicaid provider pharmacists 
to review each Medicaid patient entire drug profile before filling their prescription(s). 
Table 20.2 outlines pharmacist screening requirements under ProDUR. In addition, 
pharmacists must offer and provide counseling to discuss the unique drug therapy 
regimen of each patient. Finally, under ProDUR, the pharmacist must make reason-
able efforts to obtain, record, and maintain applicable medical information regard-
ing the patients to whom prescriptions are dispensed.

The privacy and security provisions of the Health Insurance Portability and 
Accountability Act of 1996 (HIPAA) are directly applicable to pharmacies and 
pharmacists who maintain personally identifiable patient information (PHI) in elec-
tronic format or that conduct financial and administrative transactions electronically 
which are subject to both HIPAA and HiTECH. The privacy rules attach to com-
puter patient profiles, paper prescription orders, telephone conversations with a phy-
sician, and patient counseling (see Chap. 13). HIPAA compliance requires the 
adoption and compliance with policies and procedures regarding the use of PHI and 
a conspicuous public notice of privacy practices and security provisions which 
implement reasonable administrative, physical, and technical safeguards to protect 
the confidentiality, integrity, and availability of PHI.

The scope of practice for pharmacists is established by state legislatures and 
regulated by a board or agency, most commonly the State Boards of Pharmacy. In 
general, pharmacy scope of practice include assessments of health and wellness 
testing, chronic disease management, antibiotic and medication stewardship in hos-
pitals, hospital readmission management and performing medication management, 

Table 20.2 Pharmacist 
screening requirements under 
the ProDUR

Therapeutic duplication
Drug-disease contraindications
Drug-drug interactions
Incorrect drug dosage
Incorrect duration of treatment
Drug-allergy interactions
Clinical abuse/misuse of medication
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counseling patients with respect to their medications and potential interactions, and 
the administration of immunizations. In some states, pharmacists may enter into 
collaborative practice agreements with physicians to initiate, monitor, and modify a 
patient’s pharmacologic regimen. Pharmacists may be entitled to order and interpret 
lab tests in 31 of the states. In general, the dispensing of medications is restricted by 
state laws. However, with respect to prescriptions for controlled substances, it may 
only be filled by a pharmacist, acting in the usual course of his professional practice 
and either registered individually or employed in a registered pharmacy, a registered 
central fill pharmacy, or registered institutional practitioner [6].

 State Regulation of Pharmacy Practice

The practice of pharmacy as a profession, is regulated by federal and state laws and 
regulations. Although the FDA, DEA, DOJ, and other federal agencies play a sig-
nificant role in the regulation of pharmacy practice at a national level, the practice 
of pharmacy is closely regulated by state regulations and laws. In general, the 
requirements of licensure as a pharmacist in any state requires (1) graduation from 
accredited or recognized school of pharmacy; (2) successful completion of the 
NAPLEX and associated law exam, most often the MPJE (except in California 
which requires a state-specific version known as the CPJE); and (3) a set minimum 
hours of clinical experience. Similar to other professions, the pathways to licensure 
include (1) initial state licensure; (2) score transfer; and, (3) reciprocity. Score trans-
fer is a process whereby NAPLEX scores can be transferred to another state during 
the first 89 days of taking the examination. Licensure in another state through reci-
procity requires at least a minimum of 1-year experience and completion of the 
MPJE in the other qualifying state.

The NAPLEX is the North American Pharmacist Licensure Examination which 
was created by the National Association of Boards of Pharmacy (NABP) as a stan-
dardized competency examination, the successful completion of which is a prereq-
uisite to licensure. The importance of jurisprudence to the practice of pharmacy is 
underscored by the requirement that pharmacist applying for state licensure suc-
cessfully complete the MPJE, the Multistate Pharmacy Jurisprudence Examination. 
The MPJE tests the candidate’s understanding of the federal and state laws relevant 
to the practice of pharmacy. The purpose of the MPJE is to assess a licensure candi-
date’s knowledge regarding pharmacy practice, including topics such as store and 
record-keeping requirements, dispensing, dispensing of pharmaceuticals and for the 
care of patients, licensure, registration, certification, and other legalities and opera-
tional requirements within the state in which licensure is sought. State laws differ as 
to pharmacy regulations.

State regulation of pharmacy practice is complex. Adams reviewed the different 
state regulations pertaining to pharmacy practice and found that in comparison to 
medicine and nursing, pharmacy laws are wordier, contain more restrictions, and 
have been amended more frequently [7]. The laws regarding pharmacy practice vary 
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between the states, and therefore cases regarding statutory violations and even case 
law can be very state-specific with respect to pharmacist liability.

Laws regarding the authority of a pharmacist to substitute generic drugs in a 
prescription are one example of state-specific pharmacy law. Here, the dichotomy in 
the law is that some states require mandatory generic substitution, whereas others 
permit it based in pharmacist discretion. Nonetheless, in both situations, the patient/
purchaser may overrule the substitution [8]. Another area of state variation in phar-
macy laws involves the authority of a pharmacist to administer vaccines; the varia-
tions include the need for a prescription, the age of the vaccine, and the type of 
vaccine administered [9]. A similar area of expanding scope of practice is that of 
independent prescribing [10].

Thirty-one states require pharmacists to use the FDA’s Orange Book, a guide for 
therapeutic equivalency, to determine generic substitution. Of the other states, 15 
provide a state drug formulary which determines drugs deemed equivalent or inter-
changeable, and 5 states provide a list of drugs that are not equivalent and therefore 
not interchangeable. States have also enacted unique interchange laws regarding 
narrow therapeutic index (NTI) drugs where the consent of both the practitioner and 
patient is required prior to a pharmacist’s substitution. The state boards of pharmacy 
for the states of Kentucky, North Carolina, and Pennsylvania maintain lists of NTI 
drugs which may not to be substituted.

Thirty-six states mandate that a non-controlled prescription is considered to be 
expired after 1  year from the date of issue. Eight states, including Alabama, 
California, Massachusetts, and New York, have no defined expiration limit. At the 
pharmacist and insurance company’s discretion, a non-controlled prescription can 
be legally dispensed in these states almost indefinitely.

Electronic prescribing requirements are not uniform between the states. 
E-prescribing for controlled substances (EPCS) laws are also state-specific. 
New York State was the first to mandate EPCS in 2016 and followed suit in 2019, 
and Arizona, Iowa, Massachusetts, North Carolina, Oklahoma, and Rhode Island 
mandated SPCS in 2020. Pharmacists must also verify the prescriptive authority of 
the person submitting the prescription; this varies by state law and by provider type.

Pharmacists work with pharmacy technicians in collaborative practice model. 
The importance of training and education is important as the roles and responsibili-
ties of the pharmacy technician evolve. Most, but not all, states regulate pharmacy 
technicians. The Pharmacy Technician Certification Board (PTCB) notes that, as of 
2019, (1) 24 states and DC regulate pharmacy technicians and require national cer-
tification as part of state regulations; (2) of the remaining states, 22 states have 
enacted regulations regarding pharmacy technicians, but national certification is not 
required; and (3) some states do not regulate pharmacy technicians (Hawaii, 
New York, Pennsylvania, and Wisconsin) [11]. The relationship of pharmacist and 
technician may be employer-employee and/or supervisory in nature, each leading to 
different legal considerations and liabilities (see Chaps. 6 and 27). Pharmacist lia-
bility for the actions of their technicians is usually under respondeat superior; how-
ever, pharmacists may also be liable under negligence per se, a legal doctrine which 
states when a statute or regulation is violated, the plaintiff needs only to prove 
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causation and damages in order to prevail, and there is no requisite showing of a 
standard of care violation. The laws of some states specifically state that a pharma-
cist is responsible for the actions of a technician; in such a case, negligence per se 
can prevail and impute the pharmacist regardless of intent, involvement, or 
knowledge.

 Provider Self-Prescription

It remains a generally unsettled question of law as to whether or not licensed provid-
ers in the US may legally self-prescribe non-narcotics and Schedule IV and V medi-
cations. The federal laws, including the FDCA and CSA, do not specifically prohibit 
from self-prescribing or prescribing for friends and family of such medications. On 
the other hand, Opinion 8.19 of the AMA Code of Medical Ethics, “physicians gen-
erally should not treat themselves or members of their immediate families.” The 
AMA cites the following reasons:

(a)  Professional objectivity may be compromised when an immediate family mem-
ber or the physician is the patient; the physician’s personal feelings may unduly 
influence his or her professional medical judgment.

(b)  Physicians may fail to probe sensitive areas when taking the medical history or 
may fail to perform intimate parts of the physical examination. Similarly, 
patients may feel uncomfortable disclosing sensitive information or undergoing 
an intimate examination when the physician is an immediate family member.

(c)  When treating themselves or immediate family members, physicians may be 
inclined to treat problems that are beyond their expertise or training.

(d)  Family members may be reluctant to state their preference for another physi-
cian or decline a recommendation for fear of offending the physician. In par-
ticular, minor children will generally not feel free to refuse care from their 
parents. Likewise, physicians may feel obligated to provide care to immediate 
family members even if they feel uncomfortable providing care.

Although AMA ethical guidelines are important, state law must be followed in 
every instance. In some states, statutes disallow prescriptions written outside the 
course of medical practice or require a documented patient-physician relationship in 
order to submit a prescription.

 Antibiotic Stewardship

Pharmacists are directly integrated into multidisciplinary, or inter-professional, 
medical teams; this is especially true in modern medical centers where the complex-
ity of care requires the special training and expertise of clinical pharmacist. Optimal 
management of antimicrobial agents requires a thorough understanding of (1) the 
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hospital antibiograms which define optimal sensitivity and potential resistance pat-
terns unique to the hospital; (2) the pharmacodynamics and pharmacokinetics of 
antimicrobial agents in patients with altered organ function and volumes of distribu-
tion; (3) and side effect profiles of antibiotics in acute illness. Antibiotics steward-
ship programs may range from education, consultation, or the control of antibiotic 
use. The goals of antibiotic stewardship programs include (1) cost control; (2) 
reductions in total or targeted antimicrobial use; (3) optimization of appropriate 
drug use; and (4) improvement in hospital susceptibility profiles for pathogens [12]. 
In a multidisciplinary care model, the importance of antibiotic, as well as overall 
drug stewardship, cannot be understated. In fact, professional societies for infec-
tious diseases, public health agencies, and healthcare regulatory agencies increas-
ingly endorse call for antibiotic stewardship programs.

Nonetheless, antibiotic stewardship programs are not without potential liability 
[13]. Specifically, pharmacists must practice within their scope of practice as defined 
by state regulations, as well as hospital bylaws. Where a pharmacist initiates a thera-
peutic relationship, he or she becomes potentially jointly liable for the outcome of 
care in that case, especially where providers “reasonably relied” on the advice and 
recommendations of the pharmacist.

 Compounding

In general, a compounding pharmacy is a facility wherein drugs and other ingredi-
ents are mixed, prepared in customized dosages, or prepared in specific individual-
ized formulations where these preparations are not otherwise commercially 
available. For example, situations arise where a specific dose or concentration is 
required, or a patient may be allergic or sensitive to an ingredient in a commercially 
available preparation. The International Academy of Compounding Pharmacists 
(IACP) estimates that there are approximately 56,000 community-based pharma-
cies in the USA. Compounding may be classified as either “sterile” or “non-sterile.” 
Sterile compounded drugs include “intravenously administered fluids and injectable 
drug,” and these present a heightened risk of injury or death in the event of error. 
Compounding was traditionally regulated by the FDA in the FDCA and by state laws.

The oversight of compounding pharmacies evolved rapidly after, in 2012, the 
New England Compounding Center (NECC) prepared injectable methylpredniso-
lone acetate (MPA) in a compounding facility in Framingham, MA. Clinicians at 
Vanderbilt University noticed and notified the Tennessee Department of Health. The 
Mycotic Diseases Branch Laboratory at CDC later confirmed that three lots of MPA 
were contaminated by fungus/mold of the species Exserohilum rostratum, a plant 
pathogen and environmental mold [14]. Subsequently, 793 people in 20 states 
became infected, and 64 people died, although a greater number of infections, from 
an additional 17,675 vials comprising 29,641 mL of the implicated MPA lots, were 
averted through prompt recognition and action [15].
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In December 2018, a jury convicted the majority shareholder of NECC, Doug 
Conigliaro, and the NECC Director of Operations, Sharon Carter, of conspiracy to 
defraud the US Food and Drug Administration (FDA) in violation of 18 US C.§371 
which states that it is a felony to conspire “to defraud the United States, or any 
agency thereof in any manner or for any purpose” and either he or one of his co- 
conspirators performs “any act to effect the object of the conspiracy” [16] com-
monly known as a Klein conspiracy. The basis for the prosecution under §371 was 
that, prior to the fungal outbreak, NECC had represented itself as a conventional 
pharmacy regulated only by Massachusetts state law rather than a drug manufac-
turer that would have been subject to FDA oversight. The FDA, in conjunction with 
the FDA, also prosecuted the case, and the former supervisory pharmacist of NECC, 
Glenn Chin, was sentenced by the US District Court of Massachusetts, on January 
31, 2019, to 8 years in prison, 2 years of supervised release, and forfeiture and res-
titution in an amount to be determined [17]. As a response to the NECC case, the 
Compounding Quality Act (Title I of the Drug Quality and Security Act (DSQA)) 
[18] was enacted by Congress as an amendment to the FDCA in 2013. Compounding 
facilities must now be registered and comply with Current Good Manufacturing 
Practices, and these facilities are subject to federal and state inspections.

 Case Law in Pharmacy Practice

Pharmacists are legally liable in a way analogous to other healthcare providers and 
practitioners, for causes of action based, for example, in federal or state statutes, 
regulations established by state licensing bodies, and professional malpractice [19]. 
Pharmacists are increasingly involved in lawsuits based in the care they provided to 
patients. Pharmacists are implicated in hospital-based medical errors, medication 
errors after discharge, and community-based prescriber issues. A 2019 study by 
Healthcare Providers Service Organization (HPSO), in collaboration with CNA 
Insurance and the American Pharmacy Association, found that hospital and com-
pounding specialty locations account for the highest average total liability claims 
incurred of all pharmacy types; (2) average of the pharmacy closed claims was 
$124,407, an increase of 22.8% increase since 2013; (3) independent or individually 
owned and compounding specialty locations had the highest distribution of closed 
claims of all pharmacy types; (4) incorrect drug and incorrect dose continued to 
account for the greatest number distribution of closed claims; (4) eye injury or 
vision loss had an average claim more than four times the overall average total 
incurred of all professional liability closed claims fort pharmacists; and (5) gastro-
intestinal distress, infection/abscess, and death accounted for the greatest number of 
closed claims [20].

In-patient pharmacies have significant responsibilities which are compounded by 
the sheer volume of medications dispensed in a busy healthcare institution. In addi-
tion, medication errors, such as dose or route errors which are potentially prescribed 
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by trainees, need to be verified and/or corrected. Hospital-based medical error cases 
are, unfortunately, not uncommon and are generally due to a series of errors which 
culminate in a bad outcome (see Chaps. 5 and 9). In 2017, a woman with an intra-
cranial hematoma was admitted to a neuro-ICU at Vanderbilt University Medical 
Center. Subsequently, the patient, who had been alert and oriented in the neuro 
stepdown unit awaiting transfer to a medical floor, was taken to Radiology for a PET 
scan where a provider ordered midazolam (Versed) 2 mg IV for sedation to treat her 
claustrophobia. Here a nurse reportedly opened the automatic dispensing cabinet 
(ADC) and instead of midazolam (Versed), she pulled and administered vecuronium, 
a neuromuscular blocking agent (NMBA). The patient subsequently received a 
lethal dose of the paralyzing anesthetic, and it was later found that no one in the 
radiology department was monitoring the patient as she went into cardiac arrest 
[21]. A pharmacist was not involved in this case; however, analysis of the events 
suggests a multidisciplinary role to facilitate error prevention [22].

The Vanderbilt case is not unique; SMP National Medication Errors Reporting 
Program (ISMP MERP) suggests that medication errors involving NMBAs are not 
uncommon [23]. The causes are many and include, for example, (1) look-alike 
packaging and labeling; (2) unsafe mnemonics; (3) unlabeled and mislabeled 
syringes; (4) orders entered into the incorrect electronic health record; and (5) 
syringe swaps [24].

In the case of a 34-year-old man with acute bronchitis who presented to an ED 
with increasing shortness of breath, worsening cough, and chest pain who was 
treated with nebulizers and prednisone, he was then admitted to the hospital with a 
diagnosis of “asthma exacerbation.” The next day the patient complained of chest 
pain with breathing and an order was entered by a provider for ketorolac 30 mg IV, 
which was electronically signed for by a pharmacist; within 14 minutes of adminis-
tration, the patient suffered a severe bronchospasm, a “code blue” was called, and 
the patient remained intubated and ventilated in the ICU where he remained until 
his death 1 week later. Retrospective review revealed that available literature sup-
ported a risk of “severe respiratory compromise in patients who are reactive to 
NSAIDs: the package insert warned about the risk, and the hospital’s intranet phar-
macology literature contraindicated the use of ketorolac in patients with asthma.” In 
addition:

An expert pharmacist (JTOD) opined that the standard of care, state pharmacy law (Drug 
Utilization Review [DUR] regulations), American Society of Health-System Pharmacists’ 
(ASHP) Best Practices,1 American Pharmacists Association Standards of Practice, 2 and 
the defendant hospital’s own policies and procedures required the pharmacist to prospec-
tively review and assess the patient’s medication orders in relation to his diagnosis, and 
pertinent clinical information, before the first dose of medication was administered, and 
that a deviation from this requirement had occurred, resulting in the patient’s death. Briefly, 
the standard of care required the pharmacist to provide a warning or an alert regarding a 
possible adverse drug event (ADE) associated with the use of toradol in a patient experienc-
ing asthma exacerbation. Hospital policies dictated that the pharmacist review all orders 
and perform a DUR for allergies and drug–disease interactions [25].
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Here, standards, best practices, pharmacy law, and hospital policies were each 
essential to prove that a departure from standard of care had occurred and negli-
gence on the part of the pharmacist.

In the case of Carl Oyler, et al. vs. Oyler v Hy-Vee, Inc. [26], the survivors of 
Joyce Oyler brought a wrongful death lawsuit against Hy-Vee, Inc., a pharmacy 
alleged to have negligently misfilled a prescription with an incorrect medication 
causing the death of Joyce Oyler. In brief, Oyler was hospitalized with fluid buildup 
in her lungs and at her discharge was ordered a phoned-in prescription for multiple 
medications to the Hy-Vee pharmacy, of these medications was metolazone. A phar-
macy technician at Hy-Vee, Pecora, who had no formal pharmacy training or educa-
tion accepted the phone-in prescription order for Ms. Oyler. Pecora made numerous 
errors transcribing Ms. Oyler’s prescriptions, including an error in the dosage for an 
albuterol inhaler at ten times the correct dose; however, most significantly, Pecora 
recorded an order for a daily dose of methotrexate, rather than the metolazone. The 
technicians at Hy-Vee used a dropdown menu to identify medications and doses. 
Hy-Vee pharmacist Kyle Long approved the methotrexate prescription, at a daily 
dose, rather than the more usual frequency of once weekly, or potentially twice 
weekly. An expert for the plaintiff testified at trial that Hy-Vee lacked a sufficient 
safety system for “high-alert” medications like methotrexate. When Ms. Oyler’s 
prescriptions were picked by her husband at the pharmacy, an employee asked Mr. 
Oyler if he had any questions about Ms. Oyler’s medications, he did not. The phar-
macy employee then provided no further counseling or warning about any of the 
medications although Hy-Vee’s Pharmacy Quality Commitment Manual (“PQC 
Manual”) “strongly recommended” that all patients with new prescriptions receive 
patient counseling, even if not required by the laws of the state in which the phar-
macy operates. Plaintiff’s expert also testified that such counseling should be pro-
vided, at the least, when it comes to “high-alert” drugs like methotrexate. Hy-Vee 
admitted negligence at trial, and the jury returned a verdict for the Oylers of $2 
million, but the trial court reduced the award to $125,000 as a result of a damages 
cap; the Oylers appealed. The appeals court considered: (1) Hy-Vee’s corporate 
policy stated that “a pharmacist must independently use his or her professional 
judgment to ensure the prescriptions are safe”; (2) National Pharmacy Technician 
Training Program materials stated that “only pharmacists can receive oral prescrip-
tions from prescribers or prescribers’ authorized designees”; (3) The PQC Manual 
employed by Hy-Vee stated that “The laws of states vary; however, even if the law 
requires only an offer of counseling be made to patients, it is strongly recommended 
that all patients with new prescriptions or any changes in prescriptions receive 
patient counseling unless extraordinary circumstances prevent counseling.” The 
Missouri Court of Appeals then concluded that the circuit court erred in directing a 
verdict for Hy-Vee on the Oylers’ claim for aggravating circumstances damages and 
remanded the case, which at present has yet to be decided.

Pharmacists can be held vicariously liable for the actions of their employees. In 
the case of Sternberg v. California State Board of Pharmacy [27], a pharmacist was 
held strictly liable for employee’s repeated thefts of a controlled substance. 
Sternberg served as pharmacist-in-charge of a Target Pharmacy, where, during a 
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2-year period, a pharmacy technician stole at least 216,630 tablets of hydrocodone/
acetaminophen (Norco). The technician, Hurtado, placed orders for up to 3000 tab-
lets (6 bottles × 500 tablets per bottle) of Norco to be delivered to the pharmacy on 
a day she was scheduled to work; as often as three times a week. The Target 
Pharmacy did not normally dispense Norco. When the medications arrived and 
when orders arrived, she took and hid the bottles, ultimately taking them to her car 
while on break. Hurtado’s theft was discovered when Sternberg found a bottle of the 
Norco tablets in the storeroom and notified management; a loss prevention investi-
gation ensued Hurtado was recaptured on surveillance and arrested with 3000 Norco 
tablets. The California State Board of Pharmacy initiated an administrative hearing 
against Sternberg on charges of “(1) failing to maintain complete and accurate drug 
records; (2) failing to maintain complete acquisition and disposition records; (3) 
allowing a non-pharmacist to order and receive controlled substances; (4) failing to 
properly supervise pharmacy staff; (5) failing to maintain security of the pharmacy; 
and (6) failing to maintain security of controlled substances.” The Board found 
Sternberg liable on all grounds, revoking his pharmacist’s license but staying the 
revocation on 3 years’ probation. Sternberg challenged the Board’s decision and 
order through a petition for writ of administrative mandate at the Los Angeles 
County Superior Court which found no Board manifest abuse of discretion and 
denied the writ petition. Sternberg then filed an appeal to the Second District Court 
of Appeal in California which affirmed the decisions of the lower court and 
the Board.

In its analysis, the Court of Appeal noted that Business and Professions Code and 
California Code of Regulations are applied. Specifically, § 4036.5 defined the 
“pharmacist-in-charge” as “the supervisor or manager responsible for ensuring the 
pharmacy’s compliance with all state and federal laws and regulations pertaining to 
the practice of pharmacy.” The Court looked to the California statute to determine if 
there was a requirement of “knowledge” by the pharmacist-in-charge as a prerequi-
site to liability and found none; “[t]he Legislature’s failure to include ‘knowingly’ 
or ‘intentionally’ or other qualifying words signals that it did not intend either guilty 
knowledge or intent to be elements of the licensing statute at issue.” Furthermore, 
the Court determined that the Board’s interpretation supported a “purpose of pro-
tecting the public by encouraging pharmacists-in-charge to take necessary precau-
tions to adequately supervise and maintain the inventory of dangerous drugs.” 
Moreover, the Court looked to the California Code which states that “[e]ach phar-
macist while on duty shall be responsible for the security of the prescription depart-
ment, including provisions for effective control against theft or diversion of 
dangerous drugs and devices, and records for such drugs and devices. Possession of 
a key to the pharmacy where dangerous drugs and controlled substances are stored 
shall be restricted to a pharmacist.” The Court upheld the funding by the Board that 
Sternberg had “no controls to prevent theft; there was instead a lax oversight of the 
phone ordering system, failures in accepting deliveries and handling invoices, the 
lack of supervision when the pharmacist was on break, and the failure to conduct 
random checks of deliveries and invoices.” In conclusion, the Court of Appeal held 
that “Sternberg failed to properly oversee the operations of the pharmacy and the 
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Board could have concluded that theft would have been averted if he supervised and 
randomly audited drug deliveries, conducted checks of his staff’s work, and actively 
participated in the inventory and delivery process.”

Pharmacists and pharmacies are under heightened scrutiny as the government 
seeks to control the opiate epidemic, and, therefore, opiate prescriptions will remain 
a risk in the foreseeable future.

In USA v. Farmville Discount Drug, Inc., et al. [28], the US District Court for the 
Eastern District of North Carolina entered a consent judgment and permanent 
injunction, civil penalties, and a permanent surrender of a pharmacist’s license to 
practice. The DOJ alleged that Farmville Discount Drug and Crocker repeatedly 
filled prescriptions in violation of the Controlled Substances Act. The DOJ alleged 
that defendants ignored “red flags” of drug diversion and drug-seeking behavior 
when filling prescriptions for controlled substances including, for example, oxyco-
done, hydrocodone, hydromorphone, and methadone, diazepam alprazolam, and 
zolpidem. The red flags allegedly ignored included (1) prescriptions filled for 
prescription- drug cocktails for long-distance patients who saw a doctor an hour 
away and lived an hour away; (2) filling hundreds of opioid prescriptions for mul-
tiple members of the same family; (3) filling prescriptions for a prescriber that had 
been cut off from other pharmacies; and (4) filling controlled-substance prescrip-
tions for patients who shopped for physicians and pharmacies. Robert J. Murphy, 
Special Agent in Charge of the DEA Atlanta Field Division, stated that “DEA 
Diversion Investigators will continue to aggressively pursue the unlawful dispens-
ing practices of healthcare providers.”

The case of Burton v. Walgreens [29] illustrates a case of “spoliation of evi-
dence” applied to a pharmacy. In Burton, plaintiff was prescribed Diovan, for his 
high blood pressure. On March 3, 2012, a Walgreen pharmacist erroneously filled 
plaintiff’s prescription with a mix of Diovan and lithium pills which were different 
in shape but the same color. Burton continued to take the pills as instructed and 
began to experience numbness and weakness in his left hand requiring “hospitaliza-
tion where he was diagnosed with an adverse reaction to lithium. Burton’s wife 
noticed that the pills in the bottle did not match one another and returned the mis-
filled medications to Walgreens. Burton’s symptoms worsened, and he was diag-
nosed with carpal tunnel syndrome and polyneuropathy, as a result of lithium, which 
ultimately required surgery. Burton then filed suit against Walgreens and during 
discovery asked Walgreens to produce the bottle with its contents intact so that he 
may test the pills inside to determine if some pills were in fact lithium to which 
Walgreens replied that it had destroyed the bottle and its contents in accordance 
with store policy. Burton filed motion for spoliation sanctions and a bench trial.

In its analysis, the court stated the legal standard for spoliation as “the destruc-
tion or significant alteration of evidence, or the failure to preserve property for 
another’s use as evidence in pending or reasonably foreseeable litigation” noting 
that “[a] party must preserve evidence it knows or should know is relevant to a claim 
or defense of any party, or that may lead to the discovery of relevant evidence” and 
recognizing that “[b]efore imposing sanctions, the court should consider whether 
the alleged spoliation prejudiced plaintiff.” Plaintiff Burton argued that Walgreens 
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had purposefully and willfully destroyed the medication in violation of its policy to 
quarantine returned medication; but the court determined that Walgreens acted in 
accordance with its store policy which was to quarantine the misfilled medications 
in a depository safe and then returned medication to its prescription return center, 
where it was destroyed in compliance with store policy. Plaintiff Burton then argued 
that Walgreens had a duty to preserve the medications as evidence since it was on 
notice of “significant potential of litigation” when the incident report was filed, to 
which Walgreens responded stating that customers returned medications frequently 
and that it would be impractical to preserve medications just in case.

The court in Burton held that Walgreens indeed did have a duty to preserve the 
evidence but that plaintiff was not prejudiced by the spoliation and therefore 
declined to impose spoliation sanctions. The court also considered that “lithium is a 
common medication that has been used for decades and its effects are widely stud-
ied.” Here, Walgreens (1) acted in accordance with its policies and procedures, and 
(2) the symptoms exhibited by plaintiff were not of the sort that would have resulted 
from the dose of lithium he ingested; this case could have turned differently if the 
facts were slightly different.

Pharmacists are also potentially liable under the False Claims Act. In 2018, the 
DOJ sentenced a pharmacist and his employee for their involvement in a $30 mil-
lion healthcare fraud scheme against Tricare (the healthcare program for military 
service members, veterans, and their families); this case is the largest healthcare 
fraud case to go to trial involving the Tricare program. The District Court for the 
Southern District of Florida found the defendant pharmacist Francois guilty of con-
spiracy to commit healthcare fraud; 12 counts of healthcare fraud; conspiracy to pay 
kickbacks in connection with a federal healthcare program; 5 counts of paying kick-
backs; 12 counts of money laundering; 8 counts of introducing misbranded drugs 
into interstate commerce; 4 counts of making false statements related to healthcare 
matters; and 1 count of making a false statement on a DEA form. The jury found the 
codefendant Tonge guilty of the same conspiracy charges, 11 counts of healthcare 
fraud, 3 counts of paying kickbacks, and 2 counts of money laundering. On March 
9, 2018, Francois was sentenced to 204 months in prison to be followed by 3 years 
supervised release and was ordered to pay $31,259,252 in restitution. Tonge, 42, 
was sentenced to 188 months in prison, to be followed by 3 years of supervised 
release, and was also ordered to pay $31,259,252 in restitution [30].

 Conclusions and Summary

The practice of pharmacy is regulated as a profession and is subject to both federal 
and state oversight. Understanding of the laws and regulations which govern phar-
macy practice is mandatory and a basis of state licensure of pharmacists, through 
the MPJE. Nonetheless, legislation and regulations continue to evolve in response 
to external forces such as the opioid epidemic, scope of practice redefinition, 
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reclassification of medications, the balancing of access to safe medications against 
the cost of pharmaceuticals, and occurrences which highlight gaps in the safety of 
the nation’s drug supply.
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Chapter 21
Legal Issues in Mental Health Relevant 
to Acute Care Practice

James E. Szalados

 Ethical Issues in the Care of Patients with Mental Illness

The core ethical principles of autonomy, non-maleficence, beneficence, and justice 
apply to the care of all patients equally. However, questions regarding the mental 
capacity of a patient can lead to questions regarding their capacity for autonomous 
decision-making including both consent and refusal of care; shared decision- 
making; and needs to seek surrogate consent or refusal. Patients with mental illness 
may seek medications or procedures that may not be indicated, refuse necessary 
care, refuse admission to a facility, or sign out “against medical advice” when hos-
pitalization and acute medical care are needed. Although the acute care team will 
generally always act in the best interests of the patient, the line between implied 
consent for emergent necessary care and battery can be very indistinct. In order to 
act within the boundaries of the law, providers must use their best judgment, docu-
ment the circumstances, and seek consultation. Moreover, if the mentally ill patient 
has a disability, then he or she may fall into a protected class. The question of legal 
capacity often becomes one for a psychiatrist to determine.

The terms capacity and competence are frequently used interchangeably but 
have different legal meanings. Clinical competence is assessed by a physician, not 
a judge, and is referred to as capacity. Competence is more a legal term and refers 
to a judicial determination of legal status. Competence is generally presumed unless 
a court has otherwise determined that an individual is incompetent. Competence 
refers to a legal capacity. A legal definition of competence may read as “having 
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suitable or sufficient skill, knowledge, experience…for some purpose.” Questions 
of legal competence arise in cases of an elderly person’s ability to make a will, 
execute a contract, or an accused’s competence to stand trial.1 In general, once 
declared incompetent by a court, only a reassessment based on new evidence by a 
court can reverse that status. If a patient is considered incompetent under the law, 
then he or she lacks legal capacity and will have an appointed guardian.

Capacity, on the other hand, is a medical term that is determined by the treating 
physician and may be situational, in flux, or task-specific. A patient may lack capac-
ity if he or she is acutely ill, has a head injury, or has been medicated; these situa-
tions are expected to resolve of “clear” and are not generally expected to be 
permanent. Capacity may be determined by the treating provider and based on lev-
els of orientation, such as a mini-mental state examination. Capacity is fundamental 
to decision-making as either informed consent or informed refusal. The basic pro-
cess of informed consent based on the legal requirements of disclosing the attendant 
risks, benefits, and alternatives of a planned procedure is meaningless unless the 
person consenting of refusing has the ability to comprehend the implications and 
consequences of his or her decision [1]. Thus, a prerequisite to informed consent or 
refusal is the ability to “(a) recognize there is a decision to be made, (b) understand 
the needed information, (c) understand the treatment options, (d) understand the 
likely consequences of each option (i.e. risks, burdens, and benefits), and (e) ratio-
nally manipulate the information to come up with a decision consistent with his or 
her values” [2]. Thus autonomy and choice are meaningless without the capacity for 
understanding the ramification of the choice. The legal definition of capacity is sim-
ilar. Black’s Law Dictionary defines “capacity” as a “legal qualification….which 
determines one’s ability to sue or be sued, to enter into binding contract…” [3]. To 
the extent that informed consent has similarities to a contract, the legal definition, 
with a requisite soundness of mind, voluntariness, and insight as to one’s actions, 
medical informed consent is similar to the medical definition of capacity to contract.

 Involuntary Confinement

Involuntary confinement is a term that usually relates to confinement in a mental 
health facility; that is generally based on an assessment by a psychiatrist. In 
New York State, Section 9.60 of the NYS Mental Health Law, Kendra’s Law, can 
compel an individual to undergo psychiatric treatment through a process of involun-
tary commitment.

More common in the acute care setting, however, is the mental hygiene attest or 
the emergency hold for medical stabilization (EHMS). The EHMS can be used in 
two general types of situations: (1) a brief (usually 72 hours) involuntary detention 

1 See 18 US Code § 4241. Determination of mental competency to stand trial to undergo postrelease 
proceedings.
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of a person presumed to be mentally ill in order to determine whether an individual 
meets criteria for further involuntary civil commitment [4] and (2) involuntary hos-
pitalization for a medical emergency under the presumption that a patient lacks the 
capacity to refuse care. For example, New  York State Mental Hygiene law 
§9.39 states:

The director of any hospital maintaining adequate staff and facilities for the observation, 
examination, care, and treatment of persons alleged to be mentally ill and approved by the 
commissioner to receive and retain patients pursuant to this section may receive and retain 
therein as a patient for a period of fifteen days any person alleged to have a mental illness 
for which immediate observation, care, and treatment in a hospital is appropriate and which 
is likely to result in serious harm to himself or others. “Likelihood to result in serious harm” 
as used in this article shall mean:

1.  substantial risk of physical harm to himself as manifested by threats of or attempts at 
suicide or serious bodily harm or other conduct demonstrating that he is dangerous to 
himself, or

2.  a substantial risk of physical harm to other persons as manifested by homicidal or other 
violent behavior by which others are placed in reasonable fear of serious physical harm.

The director shall cause to be entered upon the hospital records the name of the person 
or persons, if any, who have brought such person to the hospital and the details of the cir-
cumstances leading to the hospitalization of such person [5].

In order for NY State Mental Hygiene Law to apply, the certifications of two 
examining physicians, accompanied by an application for the admission of such 
person, must accompany the admissions process.

 Suicidal Ideation

A patient presenting with suicidal ideation must be assessed and treated, a psychiat-
ric consultation, if possible, is essential. Patients with suicidal ideation often have a 
preexisting Diagnostic and Statistical Manual (DSM) of the American Psychiatric 
Association (APA) psychiatric diagnosis, including substance abuse disorder, 
depression, psychotic disease, and posttraumatic stress disorder. It is important to 
realize that suicidal ideation is unlikely to be the presenting compliant in acute 
medical and surgical care; rather, the patient may present with constitutional symp-
toms reflecting stress, and on further assessment, additional risk factors for suicide 
may be present. Inquiry can be important; evidence shows that inquiring about sui-
cide does not increase suicidal ideation or attempts [6]. State laws may define 
reporting and hold mandates regarding suicidal patients.

Inpatient suicide is rare and should never occur. In 2018, the Joint Commission 
issued a National Patient Safety Goal for suicide prevention which states:

The organization conducts an environmental risk assessment that identifies features in the 
physical environment that could be used to attempt suicide; the organization takes neces-
sary action to minimize the risk(s) (for example, removal of anchor points, door hinges, and 
hooks that can be used for hanging).
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For psychiatric hospitals and psychiatric units in general hospitals: The hospital con-
ducts an environmental risk assessment that identifies features in the physical environment 
that could be used to attempt suicide; the hospital takes necessary action to minimize the 
risk(s) (for example, removal of anchor points, door hinges, and hooks that can be used for 
hanging).

For nonpsychiatric units in general hospitals: The organization implements procedures 
to mitigate the risk of suicide for patients at high risk for suicide, such as one-to-one moni-
toring, removing objects that pose a risk for self-harm if they can be removed without 
adversely affecting the patient’s medical care, assessing objects brought into a room by visi-
tors, and using safe transportation procedures when moving patients to other parts of the 
hospital.

Nonpsychiatric units in general hospitals are not expected to be ligature-resistant envi-
ronments. Nevertheless, these facilities should assess clinical areas to identify objects that 
could be used for self-harm and should be routinely removed when possible from the area 
around a patient who has been identified as high risk for suicide. This information can be 
used for training staff who monitor high risk patients (for example, developing checklists to 
help staff remember which equipment should be removed when possible).

TJC. NPSG 15.01.01, EP 1 [7]

 Tarasov and the Duty to Warn

In 1976, the Supreme Court of California, in Tarasoff v. Regents of the University of 
California, held that mental health professionals have a duty to protect individuals 
who are being threatened by a patient [8]. In the Tarasoff case, a university student 
named Tatiana Tarasoff was murdered by Indian graduate student, Prosenjit Poddar, 
at the University of California. Tarasoff and Poddar had an apparently superficial 
relationship, and when Tatiana rebuffed Poddar, he then sustained an emotional 
crisis for which he sought treatment at the University Medical Center by a coun-
selor. During a counseling session, Poddar confessed his intention to kill Tatiana. 
Poddar was tried for first-degree murder but was found guilty of second-degree 
murder; he spent 5 years in prison until his conviction was successfully appealed 
and he was released. Tatiana’s parents appealed the decision to the Supreme Court 
of California which held, inter alia:

when a therapist determines, or pursuant to the standards of his profession should deter-
mine, that his patient presents a serious danger of violence to another, he incurs an obliga-
tion to use reasonable care to protect the intended victim against such danger. The court 
further held that the decision whether to warn was not a discretionary act within the immu-
nity provisions … [9].

In the case of Jablonski by Pahls v. United States [10], Meghan Jablonski brought 
suit for the wrongful death of her mother, who has been murdered by the man she 
was living with, Phillip Jablonski. Following threats, the police intervened and 
Jablonski volunteered to undergo a psychiatric examination at the hospital. Jablonski 
was diagnosed with “antisocial personality” and deemed “potentially dangerous”; 
however, he refused voluntarily hospitalization and was released. The court looked 
to the elements of a Tarasoff cause of action: the plaintiff must prove (1) a 
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psychotherapist-patient relationship existed, (2) that the psychotherapist knew, or 
should have known, that Jablonski was dangerous, (3) that Kimball was a foresee-
able victim of Jablonski’s violent tendencies, and (4) that the psychotherapist did 
not take the necessary steps to discharge his duty. Here, the Ninth Circuit Court of 
Appeals found that the Duty to Warn arises not only when a patient has expressed 
specific threats against an identifiable victim but also if that patient’s prior history 
indicates that he or she is likely to direct violence against an identified person.

In 1985 the California Legislature enacted Section 43.92 of the California Civil 
Code to provide immunity for psychotherapists for failure to warn. However, the 
immunity does not apply if the patient communicated a serious threat of physical 
violence:

(a) There shall be no monetary liability on the part of, and no cause of action shall arise 
against, any person who is a psychotherapist as defined in Section 1010 of the Evidence 
Code in failing to warn of and protect from a patient’s threatened behavior or failing to 
predict and warn of and protect from a patient’s violent behavior except where a patient 
communicated to the psychotherapist a serious threat of physical violence against a reason-
able identifiable victim or victims.”

“(b) If there is a duty to warn and protect under the limited circumstances specified 
above, the duty shall be discharged by the psychotherapist making reasonable efforts to 
communicate the threat to the victim or victims and to a law enforcement agency.”

“Psychotherapist” is defined in Evidence Code Section 1010 to mean:
“(a) A person authorized, or reasonably believed by the patient to be authorized, to 

practice medicine in any state or nation who devotes, or is reasonably believed by the 
patient to devote, a substantial portion of his or her time to the practice of psychiatry.”

California Civil Code § 43.92

 Federal Laws Impacting Mental Health Care

The Mental Health Parity and Addiction Equity Act of 2008 (MHPAEA)2 amended 
the Public Health Service Act, the Employee Retirement Income Security Act 
(ERISA), the Mental Health Parity Act of 1996 (MHPA), and the Internal Revenue 
Code. In general, the MHPAEA requires that health plans and health issuers take 
measures to ensure that financial benefits and requirements (e.g., co-pays and 
deductibles) and treatment limitations for patients with mental health or substance 
use disorder are no more restrictive benefits and requirements for medical or surgi-
cal benefits.

Treatment records of mental health facilities or programs are protected under 
both HIPAA and state law. Where state privacy and confidentiality laws are incon-
sistent, HIPAA will preempt (or supersede) any inconsistent provision of state law, 
unless the state requirements are “more stringent”; in such cases, state law may 
control. Standard HIPAA authorization forms make exceptions for mental health 
and substance abuse history disclosure, which must be authorized explicitly and 

2 Pub.L. 104–204
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separately. The disclosure of mental health information though a request for medi-
cal records, without explicit authorization, is a HIPAA violation.

 Medical Issues in the Care of the Psychiatric Patient

On October 4, 1984, an 18-year-old woman with history of depression named Libby 
Zion was admitted to the New York Hospital. Ms. Zion, a freshman at Bennington 
College in Vermont, was in New York City visiting her parents. Ms. Zion was under 
the care of a psychiatrist and had been prescribed phenelzine (Nardil®), a mono-
amine oxidase inhibitor (MAO-I), although she reportedly was also taking imipra-
mine, flurazepam, diazepam, tetracycline, doxycycline, and aspirin/oxycodone 
following a dental extraction. Ms. Zion started to have “flu-like” symptoms and ran 
a fever of 102 °F and was later referred to the ED by her family physician. Where 
she presented with a fever of 103.5° an elevated white count. Ms. Zion was sepa-
rately examined by the intern and a resident, and a provisional diagnosis of “viral 
syndrome with hysterical symptoms” was made. Ms. Zion was then administered to 
receive acetaminophen, antibiotics, and an intramuscular injection of 25  mg of 
meperidine. When Ms. Zion became more agitated, she received haloperidol and 
required physical restraint; her temperature continued to climb and was refractory 
to cooling measures until she sustained a cardiac arrest. It later became apparent 
that Ms. Zion had died of a lethal drug interaction, serotonin syndrome in the setting 
of the combined effects of phenelzine and meperidine [11]. Although the case sub-
sequently became the basis for another reason, its impact on resident work hours, 
this case also illustrates the complex interactions between psychoactive medications 
and other medications commonly administered in the acute care setting. Moreover, 
in a patient with mental illness, it may not be possible to fully elicit a medication or 
substance abuse history; and the reactions to “standard” treatments, for example, 
haloperidol, may be atypical, sometimes refractory and sometimes exaggerated.

Serotonin syndrome is usually a result of a medication or a combination of medi-
cations which causes a buildup of serotonin, a neurotransmitter, in the body; with 
subsequent overactivity at central and peripheral serotonin receptors which then 
causes mental status changes, neuromuscular hyperactivity, and autonomic hyper-
activity. Serotonin is normally metabolized by monoamine oxidase-A (MAO-A), an 
enzyme inhibited by the class of drugs known as MAO inhibitors. A large number 
of drugs can precipitate serotonin syndrome; however, for relevance, those most 
potentially likely implicated in the mentally ill patient are listed (Table 21.1).

Neuroleptic malignant syndrome (NMS) is a life-threatening reaction which, 
similar to serotonin syndrome, occurs in patients treated with antipsychotic (neuro-
leptic) agents. NMS is also characterized by mental status change, rigidity, fever, 
and dysautonomia. The differential diagnosis of NMS includes serotonin syndrome, 
malignant catatonia, acute intoxication with certain recreational drug, and central 
anticholinergic syndrome. Once again, a partial listing of medications associated 
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with NMS [12], especially those most relevant to patient with mental illness, is 
shown in Table 21.2.

The incidence and prevalence rates of both diagnosed and undiagnosed and 
untreated medical illnesses are higher in individuals with mental illness. The reason 
for such a health disparity remains unclear; however, possibilities include (1) poten-
tially modifiable lifestyle factors and (2) access to medical care. Acute care 

Table 21.1 Some drugs associated with serotonin syndrome

Mechanism of serotonin 
toxicity Examples of drugs

Serotonin uptake inhibition Amphetamines, phentermine
Bupropion, trazodone
Meperidine, methadone, tramadol
Cocaine, MDMA (ecstasy)
Desvenlafaxine, venlafaxine, duloxetine
MAO-I’s
Citalopram, escitalopram, fluoxetine, paroxetine, sertraline
Amitriptyline, desipramine, doxepin, imipramine, nortriptyline

Serotonin metabolism 
inhibitors

Buspirone
MAO-I’s
Triptans

Increased serotonin synthesis Amphetamine, phentermine, cocaine
Increased serotonin release Mirtazapine
Serotonin receptor activation LSD, lithium
CYP450 inhibitors Oxycodone, risperidone, tramadol, oxycodone, methadone, 

citalopram

Table 21.2 Some drugs associated with neuroleptic malignant syndrome

Neuroleptics: Typical Haloperidol
Fluphenazine
Chlorpromazine
Prochlorperazine
Thioridazine
Thiothixene
Perphenazine
Promazine

Neuroleptics: Atypical Clozapine
Risperidone
Olanzapine
Quetiapine
Ziprasidone
Aripiprazole

Nonneuroleptics with antidopaminergic activity Promethazine
Amoxapine

Other Lithium
Phenelzine
Desipramine
Trimipramine
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providers must approach the patient with mental illness with a heightened scrutiny 
since: (1) history may be unreliable or unavailable; (2) past medical may be difficult 
to access, or unavailable; (3) providers may lack familiarity with psychoactive med-
ication; and (4) there may be significant and unrecognized chronic comorbidity. 
Patients hospitalized with an acute medical or surgical diagnosis who have con-
comitant mental illness will benefit from referrals to social workers and care manag-
ers to ensure proper transitions of care planning and follow-up.

 Disability of Patients with Mental Illness

Disability in mental illness occurs where there is symptomatic recovery with the 
available treatment modalities; however, long-term deficits continue which signifi-
cantly interfere with self-care; interpersonal, social, and occupational functioning; 
and impaired quality of life. The International Classification of Impairments, 
Disabilities, and Handicaps defines disability as the interference with activities of 
the whole person in relation to the immediate environment [13]. Disability associ-
ated with mental illness is a major associated disease burden. It is important to real-
ize that “mental illness” and “psychiatric disability” are not synonymous; not all 
persons with a diagnosis of mental illness are disabled, and in fact dome are highly 
functional. The APA lists more than 200 mental illness conditions in its Diagnostic 
DSM-V; these may include disorders, depression, bipolar disorder, schizophrenia, 
obsessive-compulsive disorder, gender dysphoria, and posttraumatic stress disor-
der (PTSD).

The Equal Employment Opportunity Commission (EEOC) notes that the ADA 
defines “mental impairment” as any “mental or psychological disorder, such as 
emotional or mental illness.” Nonetheless, mental illness such as depression, bipo-
lar disorder, anxiety disorders, and other mental health impairments may become 
disabilities, and therefore under the Americans with Disabilities Act (ADA), 
employers must make accommodations for workers with such conditions. Title I of 
the ADA prohibits employers with 15 or more employees from discriminating 
against qualified individuals with disabilities in job application procedures, hiring, 
firing, advancement, compensation, job training, and other employment matters. 
Not all conditions listed in the DSM translate to a disability as defined by the ADA 
or the Americans with Disabilities Act Amendments Act (ADAAA); for example, 
drug abuse diagnoses are not considered a disability under the ADA.

Patients with disabilities also fall into the designation of a protected class under 
the Civil Rights Act of 1964 which protects persons, or as patients, from being dis-
criminated against based on certain characteristics: (1) age; (2) race; (3) national 
origin; (4) religious beliefs; (5) gender; (6) disability; (7) pregnancy; and (8) veteran 
status. In addition, some states already protect persons against discrimination on the 
basis of (1) gender identity; (2) sexual orientation; (3) political ideology; and, (4) 
service in a State Militia. Since gender dysphoria, for example, is a DSM diagnosis, 
it may, in some states, have protected class status. Under preemption, state laws may 
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confer a greater amount of protections than federal laws; however, they may not be 
less strict or accord fewer protections than federal laws in the field regulated.

 SARS-CoV-2 and COVID-19: Mental Health Implications

Following the SARS-CoV-2 coronavirus outbreak in 2019 and the subsequent 
COVID-19 pandemic of 2020, it is expected that the number of patients with mental 
illness presenting to acute care hospitals for general medical and surgical care will 
rise sharply, partly as the public experiences high levels of emotional distress and 
partly with exacerbation of preexisting previously latent borderline mental health 
conditions [14]. COVID-19 appears to be precipitating high levels of substance 
abuse, depression, suicide, and posttraumatic stress disorder (PTSD). Predictive 
analysis of the incidence of acute mental illness suggests an emerging global mental 
health crisis [15] and, probably, one that our health care system is ill-prepared to 
manage [16]. Furthermore, that suggests that many, if not most, of the acutely ill 
hospitalized population had serious chronic comorbidities prior to their hospitaliza-
tion with COVID-19. Through the latter part of 2020, as the chronic mental health 
burden grows, and there is a threat of either a potential second wave of COVID-19, 
influenza, a COVID-19 mutation, or a novel virus, the superimposed preexisting 
mental health and superimposed acute medical illness will require novel and multi-
disciplinary approaches to care and long-term post-discharge planning.

 Summary and Conclusions

Mental health laws serve dual purposes: (1) the protection of the individual from 
self-harm and (2) the protection of the public from the mentally ill. Mental hygiene 
laws must balance individual autonomy against the public interest, and therefore the 
laws are generally structured with deference to individuals, liberty interests.
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Chapter 22
Clinical Labs: CLIA and Other Evolving 
Challenges

James E. Szalados

 A History and Overview of the Clinical Laboratory 
Improvement Amendments (CLIA)

In 1967, Wilbur Cohen, Secretary of the US Department of Health, Education, and 
Welfare (HEW), and Dr. D.J. Sencer, Director of the US Public Health Service’s 
Communicable Disease Center, testified before Congress at the House Committee 
on Interstate and Foreign Commerce, stating that clinical laboratory testing was 
then associated with an error rate of up to 25% [1]. Largely in response to that tes-
timony, Congress passed the “Clinical Laboratory Improvement Act (CLIA) of 
1967” (CLIA-1967), the first legislation to regulate clinical laboratory medicine in 
the USA [2]. CLIA-1967 was limited in its scope, addressing only laboratories 
transporting samples across state lines and therefore engaging in interstate com-
merce, providing services to Medicare and Medicaid patients; however, it defined 
personnel and staffing requirements. Since CLIA-1967 excluded testing in private 
physician laboratories, CLIA-1967 was applicable to very few clinical laboratories 
at the time.

In 1980, Dr. Joseph Boutwell, then Deputy Director of the Centers for Disease 
Control and Prevention’s Bureau of Laboratories, publically opined that some of the 
most commonly performed medical laboratory tests were associated with a 14% 
error rate. The Office of the Assistant Secretary for Planning and Evaluation (ASPE) 
of HHS commissioned a study to assess the effectiveness of federal regulations 
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affecting clinical laboratories and their goal of protecting the public health and in 
1986 released its reports entitled “Final Report on Assessment of Clinical Laboratory 
Regulations” [3]. Subsequently, in 1988, HCFA published proposed regulations 
entitled “Medicare, Medicaid and CLIA Programs; Revision of the Clinical 
Laboratory Regulations for the Medicare, Medicaid, and Clinical Laboratories 
Improvement Act of 1967 Programs.” which ultimately led to Clinical Laboratory 
Improvement Amendments of 1988 and the legislative enactment of the “Clinical 
Laboratory Improvement Amendments of 1988 (CLIA-1988)” [4].

Through provisions in the Omnibus Budget Reconciliation Act of 1987 
(OBRA-87), CLIA regulations were extended to include physician office laboratory 
(POL) testing. CLIA-1988 became a law on October 31, 1988 [5]. CLIA-1988 was 
passed with the intent of establishing quality standards for all laboratory-based test-
ing, regardless of where the tests were performed, in order to ensure the accuracy, 
reliability, and timeliness of the test results. Prior to CLIA, federal regulation of 
laboratory testing applied only to testing performed in independent laboratories and 
hospitals; CLIA statutorily extended its regulatory reach to include all types of test-
ing sites and based regulation on the complexity of tests, not the type of lab where 
the testing occurs, including POLs. Thus, the CLIA-1988 implemented regulations 
to address test complexity, required certification, proficiency testing, patient test 
management, personnel requirements, and quality assurance. Nonetheless, the 
phase in for CLIA-1988 continued in stages [6]. The “final” regulations implement-
ing the CLIA were published on February 28, 1992, and have been in effect since 
September 1, 1992. On January 24, 2003, CMS published a further clarifying qual-
ity control requirements for laboratories and also qualification requirements for lab 
directors [7]. In 2020 CLIA was again updated to reflect changes to personnel 
requirements (training and experience in areas of responsibility), nontraditional test 
workflow (addressing big data and machine learning), and changes related to next- 
generation biomarker sequencing testing, workflows, and other best practices [8].

CLIA is established as a self-funded program financed by user fees collected 
from certifications and oversight functions. Three separate agencies within the 
Department of Health and Human Services (DHHS) are charged with the adminis-
tration of the CLIA program: (a) CMS; (2) the Centers for Disease Control and 
Prevention (CDC); and (3) the Food and Drug Administration (FDA). Thus, CLIA 
is governed by a complex network of enabling statutes, legislation, and agency rules 
and regulations. The primary responsibility for management of the CLIA program 
rests with CMS which is charged with the registration of laboratories and accredita-
tion of organizations, collections of user and other fees, laboratory, and other duties 
related to the enforcement of CLIA. In addition, CMS provides for inspectors and 
surveyors and approves proficiency testing of providers. CMS is authorized to 
impose a civil monetary penalty (CMP) ranging from $50 to $10,000 per day of 
noncompliance per violation and may also bring a civil suit to obtain a court order 
(restraining order) that prohibits a laboratory from continuing activities which may 
represent a “significant hazard to the public health” [9].

Within CMS, the Division of Clinical Laboratory Improvement and Quality, 
within the Quality, Safety, and Oversight Group, under the Center for Clinical 
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Standards and Quality (CCSQ), has responsibility for implementing the CLIA 
Program. Although CMS is responsible for monitoring regulatory compliance, it 
has delegated the conduct of compliance inspections, referred to as surveys, and the 
management of information required for applications, to state health departments. 
Clinical laboratories that were licensed in states that have enacted laws which 
impose requirements equal to or more stringent than those required under CLIA and 
where CMS has approved the licensure program qualify for exemption from 
CLIA.  Currently, two states are exempt from CLIA certification, New  York and 
Washington, which instead require state certificate or license [10].

The CDC manages and provides oversight for a Public Advisory Committee, the 
“CLIA Committee,” which advises DHHS with respect to proposed regulatory 
changes. Prior to 2000, the CDC was also charged with responsibility for categoriz-
ing laboratory tests according to the test complexity (see below). This responsibility 
for the approval and complexity categorization of in vitro diagnostic (IVD) devices 
or tests which analyze human bodily fluids now falls to the Division of Clinical 
Laboratory Devices, located within the Office of Device Evaluation at the FDA’s 
Center for Devices and Radiological Health, within the FDA.

 Relevance of CLIA to Clinical Laboratory Medicine

All clinical laboratory testing in the USA is regulated by the Clinical Laboratory 
Improvement Amendments of 1988 (CLIA '88 or CLIA) and overseen by the 
Centers for Medicare and Medicaid Services (CMS). CMS has been delegated pri-
mary responsibility for CLIA oversight and enforcement; however, this CLIA over-
sight responsibility extends to all patients, even those patients outside the Medicare 
and Medicaid programs. At present, approximately 195,000 labs are certified under 
CLIA; these range from laboratories in physician offices performing less than 2000 
tests per year to large hospital-based and independent labs performing millions of 
tests each year. CLIA-certified labs are identified by a ten-character alphanumeric 
code on the CLIA certificate, used to identify and track that lab throughout its entire 
history.

Laboratories that are considered “CLIA-exempt” are those labs (this designation 
is not applicable to a test system) which are licensed or approved by a state where 
CMS has determined that the state has enacted laws relating to laboratory require-
ments that are equal to or more stringent than CLIA requirements and the state 
licensure program has been approved by CMS [11].

Effective November 13, 2003, the Food and Drug Administration (FDA) has 
been authorized to oversee the CLIA test complexity categorization provisions. 
CLIA requires that clinical laboratories be certified prior to accepting specimens 
obtained from humans for the purposes of diagnosis, prevention, or treatment of any 
disease or the impairment of or to aid in the assessment of the health of humans. 
CLIA categorization follows a determination by the FDA once the agency has 
cleared or approved a marketing submission or the steps described in the FDA 
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guidance entitled “Administrative Procedures for CLIA Categorization.” 
Commercially available FDA-cleared or FDA-approved tests are scored by the FDA 
using criteria during the premarket approval process.

Tests developed by a laboratory or tests which have been modified from the 
approved manufacturer’s instructions are considered to default to “high complex-
ity” according to the CLIA regulations. The FDA defines a laboratory-developed 
test (LDT) as an in vitro diagnostic test manufactured by and used within one spe-
cific laboratory. LDTs are considered “devices” under the Federal Food, Drug, and 
Cosmetic Act (FFDCA) and subject to FDA regulatory oversight.

The FDA clears implantable medical devices using two main pathways: (a) pre-
market approval (“PMA”) review and (b) 510(k). The PMA pathway is more time- 
consuming and more expensive and mandates clinical trials to demonstrate safety 
and efficacy [12]. The designation “FDA-cleared” refers to a test system which has 
been reviewed by the FDA and has been determined to be substantially equivalent 
to another test system already legally marketed for the same use; this designation 
may apply to waived, moderate-complexity, or high-complexity test systems. In 
such instances, prior to marketing a medical device, a developer must have received 
notification from the FDA reflecting a determination by the FDA that the device is 
considered substantially equivalent (SE) and thus “cleared” for commercial distri-
bution. The 510(k) premarket notification [13] pathway is a premarket application 
or submission by a manufacturer to the FDA for consideration that the device be 
deemed as safe and effective, substantially equivalent, to a previously marketed 
device [14]. A device is considered substantially equivalent if, in comparison, it:

• … has the same intended use as the predicate; and
• has the same technological characteristics as the predicate; or
• has the same intended use as the predicate; and
• has different technological characteristics and does not raise different questions 

of safety and effectiveness; and
• the information submitted to FDA demonstrates that the device is as safe and 

effective as the legally marketed device.

The type of CLIA certificate a laboratory obtains depends upon the complexity 
of the tests it performs. CLIA regulations describe the following three levels of test 
complexity: waived tests, moderate-complexity tests, and high-complexity tests [15].

Waived tests are those relatively straightforward tests that are associated with a 
relatively small risk of error and are generally exempt from CLIA; however, waived 
tests must be performed in strict compliance with manufacturers’ instructions. 
Waived tests are waived by regulation [16] or cleared or approved for home use. 
Such tests may be granted a certificate of waiver (COW) if they are deemed to use 
methodologies that are sufficiently simple and accurate as to render the likelihood 
of erroneous results negligible or if there is a determination that an incorrect use of 
the test poses no real risk of harm to the patient [17]. Training and experience 
required for the use of waived tests are considered to be reasonably obtained through 
on-the-job instruction. For example, waived tests include, but are not limited to, (1) 
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non-automated dipstick or tablet reagent urinalysis for bilirubin, glucose, hemoglo-
bin, ketone, leukocytes, nitrite, pH, protein, specific gravity, and urobilinogen (CPT 
81002); (2) urine pregnancy tests by visual color (CPT 81025); (3) fecal occult 
blood (CPT 82270, 82272); and (4) blood glucose by glucose monitoring devices 
cleared by the FDA for home use (CPT 82962).

In addition, a number of portable point-of-care (POC) testing systems are con-
sidered waived under CLIA. “Point-of-care testing” describes the location where 
testing is performed, such as at the bedside or site of patient care; such POC is 
performed outside the laboratory setting. POC systems which have been granted at 
least some degree of CLIA waiver include those manufactured by, e.g., i-STAT 
Corporation; Abaxis, Inc.; ACON Laboratories, Inc.; Infopia Co., Ltd.; and 
HemoCue, Inc. [18]. Such testing is not necessarily limited to urinalysis and basic 
chemistry panels. For example, Axis-Shield Afinion AS100 Analyzer and Bayer 
A1CNow+ are used to detect the concentration of hemoglobin A1c in the blood to 
screen for and manage diabetes. Other tests include Rapid Pathogen Screening, 
Inc.’s InflammaDry which detects levels of the MMP-9 protein in human tear to aid 
in the diagnosis of dry eye; Aventir Biotech LLC’s ForSure which provides rapid 
qualitative TSH assay for hypothyroidism screening; Alere’s NMP22 BladderChek 
Test which is an immunoassay for the qualitative detection of urinary nuclear matrix 
protein NMP22 for the monitoring of bladder cancer patients; and BioFire 
Diagnostics’ FilmArray 2.0 EZ Configuration Instrument which provides a multi-
plexed nucleic acid test for detection and identification of multiple respiratory 
pathogen nucleic acids in nasopharyngeal swabs. Thus, waived POC tests encom-
pass a variety of tests which may actually allow detection of complex molecules and 
proteins [18].

CLIA regulations provide that the categorization of non-waived clinical labora-
tory test systems be based upon seven specific criteria:

1 – Knowledge
• Score 1. (A) Minimal scientific and technical knowledge is required to perform the test; 

and (B) Knowledge required to perform the test may be obtained through on- the- job 
instruction.

• Score 3. Specialized scientific and technical knowledge is essential to perform preana-
lytic, analytic or postanalytic phases of the testing.

2 - Training and experience
• Score 1. (A) Minimal training is required for preanalytic, analytic and postanalytic 

phases of the testing process; and (B) Limited experience is required to perform the test.
• Score 3. (A) Specialized training is essential to perform the preanalytic, analytic or 

postanalytic testing process; or Substantial experience may be necessary for analytic 
test performance.

3 - Reagents and materials preparation
• Score 1. (A) Reagents and materials are generally stable and reliable; and (B) Reagents 

and materials are prepackaged, or premeasured, or require no special handling, precau-
tions or storage conditions.

• Score 3. (A) Reagents and materials may be labile and may require special handling to 
assure reliability; or (B) Reagents and materials preparation may include manual steps 
such as gravimetric or volumetric measurements.
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4 - Characteristics of operational steps
• Score 1. Operational steps are either automatically executed (such as pipetting, tempera-

ture monitoring, or timing of steps), or are easily controlled.
• Score 3. Operational steps in the testing process require close monitoring or control, and 

may require special specimen preparation, precise temperature control or timing of pro-
cedural steps, accurate pipetting, or extensive calculations.

5 - Calibration, quality control, and proficiency testing materials
• Score 1. (A) Calibration materials are stable and readily available; (B) Quality control 

materials are stable and readily available; and (C) External proficiency testing materials, 
when available, are stable.

• Score 3. (A) Calibration materials, if available, may be labile; (B) Quality control mate-
rials may be labile, or not available; or (C) External proficiency testing materials, if 
available, may be labile.

6 - Test system troubleshooting and equipment maintenance
• Score 1. (A) Test system troubleshooting is automatic or self-correcting, or clearly 

described or requires minimal judgment; and (B) Equipment maintenance is provided 
by the manufacturer, is seldom needed, or can easily be performed.

• Score 3. (A) Troubleshooting is not automatic and requires decision-making and direct 
intervention to resolve most problems; or (B) Maintenance requires special knowledge, 
skills, and abilities.

7 - Interpretation and judgment
• Score 1. (A) Minimal interpretation and judgment are required to perform preanalytic, 

analytic and postanalytic processes; and (B) Resolution of problems requires limited 
independent interpretation and judgment.

• Score 3. (A) Extensive independent interpretation and judgment are required to perform 
the preanalytic, analytic or postanalytic processes; and (B) Resolution of problems 
requires extensive interpretation and judgment.

Source: US Food and drug administration (FDA). CLIA Categorizations. Categorization 
Criteria. Available online at: https://www.fda.gov/medical- devices/ivd- regulatory- 
assistance/clia- categorizations

Scores within each category are weighted from 1 through 3. A score of 1 indi-
cates the lowest level of complexity, and a score of 3 indicates the highest level of 
complexity. The numerical sum of scores for the seven categories determines the 
classification of the test. A score of 12 or less is categorized as “moderate complex-
ity,” and a score greater than 12 is categorized as “high complexity.” Moderate com-
plexity test includes the subcategory of provider-performed microscopy (PPM). 
PPM tests must be personally performed by specified types of healthcare providers 
such as physicians, advanced-practice providers under the supervision of a physi-
cian, or dentists.

Laboratory testing that is classified as either “moderate” or “high” complexity is 
subject to regulations that set minimum qualifications for persons performing or 
supervising such testing and also corresponding responsibilities for each position in 
the lab. Such laboratories fall under the highly stringent requirements of CLIA for 
approved proficiency testing programs, external comparative evaluations of the 
accuracy of the laboratory’s test results against known standards, systems and pro-
cesses for monitoring testing equipment, procedures to ensure proper test perfor-
mance and accurate results, and an ongoing quality monitoring program.
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Laboratory complexity thus mandates personnel requirements. A moderately 
complex laboratory requires staffing which includes (a) a laboratory director, as 
licensed physician, who is responsible for the overall administration of the labora-
tory [19]; (b) a technical supervisor responsible for the technical and scientific over-
sight of the laboratory [20]; (c) a clinical consultant to serve as liaison between the 
laboratory and its clients in matters related to reporting and interpreting results [21]; 
and (d) a testing personnel who process specimens and report results. Moreover, 
highly complex laboratories require, in addition, fifth level of personnel structure, 
one or more general supervisor(s) [22] who under the direction of the laboratory 
director and supervision of the technical supervisor provide day-to-day supervision 
of testing personnel and reporting of test results. The general supervisor must be 
licensed by the state in which the laboratory is located, if such licensing is required, 
and must be qualified as either a laboratory director under § 493.1443 or a technical 
supervisor under § 493.1449.

A clinical laboratory that submits an application for a certificate of compliance 
(COC) or a certificate of accreditation (COA) for the purpose of performing moder-
ate- or high-complexity testing is initially issued a certificate of registration (COR) 
and is valid for no more than 2 years or until a full compliance inspection can be 
performed. Once a laboratory meets all CLIA requirements, a COC or a COA is 
issued by an appropriate certifying entity. A laboratory may be accredited by one of 
six CMS-approved accrediting organizations, including:

 1. American Association of Blood Banks (AABB)
 2. American Osteopathic Association (AOA)
 3. American Society for Histocompatibility and Immunogenetics (ASHI)
 4. College of American Pathologists (CAP)
 5. Commission on Office Laboratory Accreditation (COLA)
 6. The Joint Commission (JC)

Clinical laboratories may select the accrediting organization of their choice. 
Although the accrediting organizations may differ with respect to the format of their 
respective inspection, the accreditation standards must comply with CLIA 
regulations.

 CLIA, HIPAA, and HITECH

The HIPAA Privacy Rule (see Chap. 13) grants access by patients, patient’s desig-
nees, and patient’s personal representatives to the patient’s protected health infor-
mation (PHI), including an electronic copy. Limited exception under the Privacy 
Rule included a restriction to an individual’s right to access his or her PHI when it 
was held by a CLIA-certified or a CLIA-exempt laboratory.

In 2014, a HIPAA/CLIA “Final Rule” effective April 7, 2014, was issued jointly 
by three agencies within HHS: (1) the Centers for Medicare and Medicaid Services 
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(CMS), which is generally responsible for laboratory regulation under CLIA; (2) 
the Centers for Disease Control and Prevention (CDC), which provides scientific 
and technical advice to CMS related to CLIA; and (3) the Office for Civil Rights 
(OCR), which is responsible for enforcing the HIPAA Privacy Rule [23]. The 
HIPAA/CLIA “Final Rule” amended “the Clinical Laboratory Improvement 
Amendments of 1988 (CLIA) regulations to specify that, upon the request of a 
patient (or the patient’s personal representative), laboratories subject to CLIA may 
provide the patient, the patient’s personal representative, or a person designated by 
the patient, as applicable, with copies of completed test reports that, using the labo-
ratory’s authentication process, can be identified as belonging to that patient. Subject 
to conforming amendments, the final rule retains the existing provisions that require 
release of test reports only to authorized persons and, if applicable, to the persons 
responsible for using the test reports and to the laboratory that initially requested the 
test” [24]. Under the Final Rule, HIPAA-covered laboratories, including HIPAA- 
covered reference laboratories, must have been in compliance with the rule effective 
October 6, 2014. The intent of the Final Rule was to facilitate the access by indi-
viduals to health information, potentially empowering them to better manage their 
health and healthcare.

Under the Final Rule, patients or their authorized personal representatives must 
be granted access to their requested laboratory results, mostly within 30 days, of 
the formal request. The right of individuals to access final test reports and other 
clinical laboratory data within a designated record was extended to cover data sets 
created prior to the effective date of the Final Rule, wherever that information was 
archived or stored. In addition, under the Final Rule, individuals (or their personal 
representatives) are accorded the right to access test reports directly from laborato-
ries which are subject to HIPAA and, if applicable, to direct that copies of such test 
reports be transmitted to persons or entities as designated by the individual; the 
format of the information access may include direct access, paper copies, email, or 
mail. Importantly, where a HIPAA-covered entity reasonably believes that a non-
CLIA laboratory test result may have clinical significance, the result is considered 
to be a part of a designated record set and therefore must be released upon the 
individual’s request. The Final Rule also specifically preempted any conflicting 
state laws.

Although, under the Final Rule, HIPAA-covered laboratories may not delay 
providing test reports to an individual in order to first provide the results to a 
physician, the American College of Physicians issued a recommendation suggest-
ing that directly accessed laboratory reports include a standard statement that 
provides general guidance on understanding lab results to limit misinterpreta-
tion—“both unwarranted concerns and inappropriate reassurances”—and encour-
ages patients to review the results with the ordering physician or healthcare 
professional [25].
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 Potential Legal Liability Under CLIA and CLIA/HIPAA

 Legal and Ethical Issues in the Disclosure of Individual 
Research Results

The Secretary of HHS is responsible for regulatory oversight of the system for the 
protection of human subjects in biomedical and behavioral research supported or 
conducted by the (HHS). The HHS Secretary’s Advisory Committee on Human 
Research Protections (SACHRP) is tasked with providing expert advice and recom-
mendations on issues and topics pertaining to or associated with the protection of 
human research subjects [26]. The Common Rule represents federal policy, from 
numerous agencies, which addresses the protection of human participants in any 
research conducted, funded, supported, or otherwise subject to regulation by the 
federal government [27]. The Common Rule neither explicitly encourages nor 
explicitly prohibits the return of results to study participants.

The legal and regulatory landscape regarding the disclosure of individual research 
results generated from human biological specimens is governed by numerous fed-
eral and state statutes and regulations [28]. At the present time, under US federal 
law, there is recognized right to access research results generated from the analysis 
of one’s blood, fluid, or tissue specimens collected during the course of research. 
Although Colorado [29] and Alaska [30] have enacted statutes which confer some 
property rights to individuals as to specimens collected from them during the con-
duct of research, the majority of states have no such laws. Arguably, although silent 
on this issue, the Final Rule does present an arguable position through which 
research participants might access their individual research results.

In the recent past, there has been a significant regulatory shift to allow individu-
als greater access to their medical information, including laboratory results. Recall 
that the CLIA/HIPAA Final Rule eliminated the exception under HIPAA which 
had prohibited an individual’s right to access his or her protected health informa-
tion when held by a CLIA-certified or CLIA-exempt laboratory. Thus, on one side, 
the Final Rule imposed, on CLIA-certified or CLIA-exempt laboratories that pro-
cess research results, in HIPAA-covered entities, a legal responsibility to provide 
the results to research subjects upon request. However, on the other hand, CLIA 
prohibits the release of research-related laboratory results generated in non-CLIA 
certified laboratories for a treatment purpose. That prohibition is based in the CLIA 
statute and is grounded in the long-standing concerns regarding the validity, reli-
ability, and accuracy of results generated in non-CLIA-certified laboratories, in an 
effort to protect the public. Research testing usually does not always equate with 
more stringent clinical laboratory testing. Therefore, non-CLIA-certified laborato-
ries which participate in the testing of human samples for research purposes may 
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encounter ethical dilemmas where the testing reveals clinically relevant informa-
tion which may be either urgent and/or not otherwise likely to be discovered. Under 
a strict interpretation of CLIA, such as under current CMS regulations, investiga-
tors would be prohibited from disclosing the results stemming from research unless 
they first became CLIA certified [31]. Another issue surrounds the “completeness” 
of test result; CLIA provides that, patients and their personal representatives can 
now access their “completed test reports” and although the term “completed test 
report” was not defined, in the preamble to the access rule, it is stated that “com-
pleteness” implies that “all results associated with an ordered test are finalized and 
ready for release” [32]. Whether completed test results from non-CLIA-certified 
labs fall under the rubric of test results that can be otherwise be accessed remains 
unclear.

Thus, at present, in the absence of federal guidance regarding either a duty to 
disclose, or a protection for non-disclosure, of the results of personal health infor-
mation generated through biomedical research, there is no legal guidance on which 
investigators can reasonably rely. On the one hand, research participants may ben-
efit from clinically actionable information they might not otherwise obtain [33]. 
Others argue that a right to one’s laboratory data obtained through research is a 
bodily right and that a basic respect for persons is a basic ethical principle obliga-
tion from which obligations arise [34].

On the other hand, in addition to the legal and regulatory restraints under CLIA, 
the risks inherent in the disclosure of research data are many [35]. The greatest risk 
may potentially lie in the disclosure of erroneous or incorrect information leading 
to unnecessary anguish and costs; however, the ethical ramifications of not making 
critical, and potentially actionable, health information available to a research par-
ticipant are a competing and plausible counterargument. Medical ethics is based in 
the patient-provider relationship which also gives rise to legal duties. Arguably, 
since biomedical research does not in itself imply a therapeutic relationship, one 
can post that there is no legal duty regarding diagnosis or treatment [36]. From a 
public policy point of view, research is not clinical medicine, and therefore research 
is intended to provide generalizable knowledge rather than an individual therapeu-
tic benefit. In addition, if a researcher releases clinically relevant results to a 
research participant, that action may be construed as either the practice of medicine 
and/or as the basis for a therapeutic relationship, both in themselves giving rise to 
new legal duties not previously inherent in the research relationship. Biomedical 
research data is usually provisional by nature and could therefore be potentially 
harmful [37]. Similarly, and arguably, there is unlikely to be a fiduciary duty of the 
researcher to the research subject, unless the researcher is also in the role of the 
patient’s treating provider. The further question of whether a “duty to warn” is 
implied within the biomedical research setting remains unclear, especially where 
the timely release of laboratory results may be actionable to the patient’s health 
benefit.
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 Ethical and CLIA Issues Involved in Genetic Testing

The public health potential in genetic testing has led to increases in genetic research 
and innovation in laboratory-based genetic testing. Research participants are poten-
tially at risk if the results generated through research suggest that the individual may 
have, or be at risk for, a yet undiagnosed genetically based condition. The Genetic 
Information Nondiscrimination Act of 2008 (GINA) prohibits discrimination in the 
context of health insurance and employment based on genetic information, which is 
defined as information about an individual’s genetic tests, about the genetic tests of 
family members, or about the presence of a disease or disorder in family members 
[38]. However, GINA provides protection against misuse of genetic information 
only through the point in time when an individual manifests disease [39]. A disease 
may become manifest when either: (1) the patient experiences symptoms, (2) patient 
takes action based on the symptoms, or (3) when a physician makes a diagnosis and 
initiates a plan of action [40]. GINA was largely premised on the genetic science of 
the last century; therefore, it is dated both in scope and medical science.

Medical science has now elucidated substantial genetic links between genotype 
and disease states. At present, genetic tests are available for many thousands of 
diseases. Although the FDA has administrative oversight over laboratory tests and 
test kits, the FDA has not regulated test development but rather regulates only under 
CLIA. Thus, at least four issues become evident: (1) protection of research partici-
pants, especially during test development; (2) the validity of data generated by such 
tests, at all phases of development and marketing; (3) the confidentiality of the 
genetic information; and (4) the ultimate validity and confidentiality of genetic tests 
and services marketed directly to consumers. For example, if insurers and employ-
ers learn that an individual who has enrolled in a research study that uses positive 
test results from amyloid PET imaging or CSF measures of β-amyloid 42 as inclu-
sion criteria has biomarkers indicative of AD pathology, that research participant 
may be at risk for discrimination. A certificate of confidentiality provides only nom-
inal protection since such certificates only prohibit researchers from forced disclo-
sure of identifiable sensitive information (such as mental health of substance abuse) 
gathered during research [41].

Federal regulations mandate laboratory standards related to personnel qualifica-
tions, quality control procedures, and proficiency testing programs to receive and 
maintain CLIA certification. CLIA does itself not require evaluation of the clinical 
validity or clinical utility of any particular test, and, in addition, there are no specific 
additional standards for laboratories performing genetic tests. Home tests generally 
fall under a CLIA waiver. The FDA regulates diagnostic test kits; specifically, dur-
ing premarket review, the FDA will review the accuracy, clinical sensitivity, and 
specificity of a specific diagnostic kit. However, not all genetic tests are packaged as 
test kits, some tests are performed through laboratory-developed tests (LDT), which 
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unlike the test kits, are generally not regulated by the FDA. LDTs are especially 
important during research regarding test development and validation. The FDA 
defines a laboratory-developed test (LDT) as an in vitro diagnostic test that is manu-
factured by and used within a single laboratory and considers these LDTs to be 
“medical devices”; therefore, LDTs will fall under FDA regulatory oversight, and 
such tests will be held to higher standards with respect to validity. The results of an 
LDT that has not been approved or cleared by the FDA are also prohibited from 
release to the public under CLIA.

 Tort Law and Legal Liability in Clinical Laboratory Medicine

Clinical laboratories may become subject to medical liability actions either directly 
or indirectly. Errors in laboratory testing process may occur during either the pre-
analytic, analytic, and postanalytic phases or combinations thereof. Data suggests 
that errors occur more frequently due to preanalytical factors (46–68.2% of total 
errors), although a high error rate (18.5–47% of total errors) has also been found in 
the postanalytical phase. For example, with respect to the preanalytic phase, the 
failure to order the correct laboratory and other diagnostic tests account for the 
majority of missed and delayed diagnosis in the ambulatory setting and 58% of such 
errors in the emergency department [42] setting. On the other hand, others have 
found that systems process dysfunctions are significant causes of non-analytic 
errors including errors in ordering tests (12.9%), test implementation (17.9%), 
results reporting to clinicians (24.6%), clinicians responses (6.6%), patient notifica-
tion of results (6.8%), and communication (5.7%); charting or filing errors accounted 
for 14.5% of errors [43].

Although errors due specifically to analytical factors have significantly decreased 
in incidence, with time, some processes such as immunoassays are still subject to 
errors and risk [44]. Nonetheless, it is primarily the analytical phase of clinical labo-
ratory testing which falls under the direct control of the laboratory; whereas the 
pre- and postanalytical phases are more likely to be the responsibility of others such 
as clinicians, nurses, and others involved in specimen acquisition, patient identifica-
tion, labeling, data entry, specimen collection, and transport.

Since it is estimated that over 70% of medical decisions are made on the basis of 
laboratory data, erroneous laboratory compromise diagnosis and treatment deci-
sions and impact safe and effective patient care. Where laboratory results are 
delayed or erroneous providers, labs, and institutions may become jointly liable in 
actions alleging delay in diagnosis, failure to diagnose or erroneous diagnosis are 
common reasons for a medicolegal action [45]. The 2008 publication of Technical 
Specification (ISO/TS 22367) by the International Organization for Standardization 
recognized that laboratory errors cause a “failure of planned action to be completed 
as intended, or use of a wrong plan to achieve an aim, occurring at any part of the 
laboratory cycle, from ordering examinations to reporting results and appropriately 
interpreting and reacting to them” [46].
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A significant area of clinical laboratory liability is that regarding the timely com-
munication of critical laboratory results. Critical lab values (or “panic lab” values) 
may be defined as laboratory test results which are significantly outside the normal 
reference range and which therefore potentially indicate an immediate life- 
threatening state [47]. In general, since abnormal lab values fall on a range or con-
tinuum of deviation from accepted normal, the term “critical laboratory value 
limits” refers to the analysis-specific value limits which define a test result as a criti-
cally abnormal [48]. Another distinct form of critical lab is the STAT lab analysis 
that is sent with predetermined level of critical urgency; the STAT lab must be pro-
cessed and reported immediately whether or not the values in themselves fall into 
the “critical lab value” range. The difference between a critical value and a STAT 
lab lies in the distinction that STAT labs are sent with a known urgency and the 
results are communicated urgently whether or not they are abnormal; whereas a 
critical lab value may arise from an unrecognized, or even routine, scenario. Finally, 
a “significant risk result” is defined by the JC as “a test result that is not life- 
threatening but requires timely medical attention and follow-up action within a 
medically justified timescale” [49].

CLIA 1988 first noted that “laboratories must develop and follow written proce-
dures for reporting life-threatening laboratory results or panic values” [50]. The 
Joint Commission (JC), one of the entities responsible for laboratory accreditation 
in the USA, identified effective reporting of laboratory critical values as a National 
Patient Safety Goal (NSPG.02.03.01) [51]. Given its importance to patient safety, 
the recognition and reporting of critical labs is universally standardized and 
protocol- driven, although this responsibility usually falls on the laboratory techni-
cian who reports the values to a nurse, who then reports the values to a provider 
[52]. Given the complexity of the process, it is error-prone and, therefore, may 
implicate all elements of hospital- or office-based care.
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and Physician Advisors: Liability Related 
to Discharge Planning and Continuity 
of Care

James E. Szalados

 Ethical Issues in Social Work

Social workers are licensed professionals who provide advice and guidance to vul-
nerable persons who are frequently at difficult points in their lives and who require 
counseling for complex decision-making. Hospitals are the most common setting 
for the employment of healthcare social workers. In the area of healthcare, social 
work has a focus on patient autonomy with respect to choices intended to further 
personal as well as societal well-being. Social work is concerned with the complex-
ity of the human experience. Social workers are our interval members of the health-
care team and focus on preservation of personal autonomy, family relationships, 
community support, and support structures for patients who may have difficulty 
making appropriate choices for themselves.

Healthcare social workers work with patients and their families in the context of 
a particular illness and provide emotional support and counseling regarding choices 
and decisions. Social workers practicing within the hospital setting are also referred 
to as a “clinical social workers” or “medical social workers.” Thus, within hospitals 
and healthcare systems, social workers are frequently closely on with members of 
the acute care team. Social workers typically make early contact with patients and 
families, seek to align goals of care with available resources, and explore post- 
discharge family and support structures. Typically, social workers help coordinate 
post-discharge planning and help identify optimal post-discharge rehabilitation or, 
in addition, social workers are actively involved in end-of-life care and palliative 
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care and are therefore closely involved with clinical healthcare decision-making. 
Patient advocacy relates to the ethical principle of beneficence.

The National Association of Social Workers (NASW) established a Code of 
Ethics in 1996, subsequently revised in 2017 to articulate their shared ethical prin-
ciples and ethical standards. The mission of the profession of social work is rooted 
in a set of six core values: (1) service; (2) social justice; (3) dignity and worth of the 
person; (4) importance of human relationships; (5) integrity; and (6) competence. 
The NASW Code articulate set of values, principles, and standards to guide decision- 
making and conduct to help address complex situations. Furthermore, the NASW 
Code of Ethics serves six purposes:

1. The Code identifies core values on which social work’s mission is based.
2.  The Code summarizes broad ethical principles that reflect the profession’s core values 

and establishes a set of specific ethical standards that should be used to guide social 
work practice.

3.  The Code is designed to help social workers identify relevant considerations when pro-
fessional obligations conflict or ethical uncertainties arise.

4.  The Code provides ethical standards to which the general public can hold the social 
work profession accountable.

5.  The Code socializes practitioners new to the field to social work’s mission, values, ethi-
cal principles, and ethical standards.

6.  The Code articulates standards that the social work profession itself can use to assess 
whether social workers have engaged in unethical conduct. NASW has formal proce-
dures to adjudicate ethics complaints filed against its members.* In subscribing to this 
Code, social workers are required to cooperate in its implementation, participate in 
NASW adjudication proceedings, and abide by any NASW disciplinary rulings or sanc-
tions based on it.
NASW Code of Ethics. 2017 [1]

Since social workers have expertise in understanding and optimizing the social 
situations from which patients are admitted, and will subsequently be discharged to, 
social workers have an important role on the integrated healthcare team. Where 
social workers focus on strategies to help assist with complex care coordination, 
post-discharge planning, and the management of post-discharge care challenges, 
nurses and providers can better focus on the acute process of disease management. 
Thus, in order to provide optimal care to patients, the team model of care should 
integrate the perspectives and opinions of clinical social workers.

 Legal Issues in Social Work

Social workers are healthcare professionals who must practice in accordance 
with professional standards applicable to the professional social work; in addi-
tion, social workers are also interval members of a healthcare team. Thus, social 
workers are held to a standard of care and, deviation from the applicable stan-
dard of care may be actionable as professional malpractice or negligence. In 
general, liability exposure for social workers is highly dependent on the specific 
population served; for example, psychiatric patients, pediatric patients, elderly 
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patients, and indigent patients will all have varying needs and associated risks 
for liability.

Social workers are subject to the same federal and state statutes which govern 
healthcare providers, such as HIPAA and EMTALA; however, in some cases social 
workers are held to even higher standards, especially in the cases of statutes govern-
ing the obligations of social workers to investigate and report cases of suspected 
abuse and neglect of children, elders, and other vulnerable patients and minors’ 
right to consent to mental health counseling and to drug and alcohol abuse treat-
ment. Thus, similar to other members of the healthcare team, social workers are at 
risk for errors of commission (such as the breach of confidentiality) and also omis-
sion (failure to report); in many cases, such liability arises out of conflicting ethical 
and legal duties.

Ethical obligations and legal obligations are frequently at odds. On the one hand, 
the “rule of law” demands that, if justice is to prevail, laws must be applied to every 
similarly situated person equally. Accordingly, Wasserstrom writes that “given what 
we know of the possibilities of human error and the actualities of human frailty, and 
given the tendency of democratic societies to make illegal only those actions which 
would, even in the absence of law, be unjustified, we can confidently conclude that 
the consequences will on the whole and in the long run be best if no one ever takes 
it upon himself to ‘second guess’ the laws and to conclude that in his case his dis-
obedience is justified.” Nonetheless, the countervailing view is that blind obedience, 
especially where the circumstances so dictate, for the good of another person, under 
the ethical principle of justice, should be approached with discretion. Under such 
logic, thoughtful social workers, as professionals, should exercise careful discretion 
and judgment and perhaps violate such laws which may constrain the ability of a 
professional to best care for those who entrust them with their care. Accordingly, 
Rawls argued that “we are not required to acquiesce in the crushing of fundamental 
liberties by democratic majorities which have shown themselves blind to the prin-
ciples of justice upon which justification of the Constitution depends” [2]. Reamer 
argues that reasonable, thoughtful, and principled practitioners might reasonably 
disagree about the appropriate course of action and that where difficult and contro-
versial situations pose ethical conflicts, social workers may be obligated to make 
decisions that, in their best judgment, is both defensible and consistent with their 
professional ethical standards.

In the N.Y. case of Community Service Society v. Welfare Inspector General of 
New York [3], the N.Y. Appellate Division decision unanimously upheld the right 
of a social service agency and its workers to maintain privileged confidential rela-
tionship with a client on the grounds of social worker-client privilege, thereby 
finding grounds for privileged communications between a social worker and his or 
her client.

In the case of Jaffee v. Redmond, the US Supreme Court recognized the fed-
eral psychotherapist-patient privilege as it applied to licensed clinical social 
workers [4]. Here, a police officer, Mary Lu Redmond, was the first responding 
officer to a “fight in progress” call at an apartment complex where there had 
been a stabbing, and as Redmond called for an ambulance, several men ran out, 
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one brandishing a pipe and another brandishing a butcher knife, and Redman 
shot the man with the butcher knife. During pretrial discovery, the court learned 
that after the shooting Redmond had participated in approximately 50 counsel-
ing sessions with a clinical social worker licensed by the State of Illinois. 
Where the plaintiff sought discovery of these sessions, defendants asserted that 
the contents of the conversations between were protected against disclosure 
under the psychotherapist-patient privilege; an argument that was rejected by 
the district judge. The district judge, during his instructions to the jury, advised 
that the refusal to turn over the clinical notes had no “legal justification” and 
that the jury could therefore presume that the contents of the notes would have 
been unfavorable; the jury then found against Redman. On appeal, the Court of 
Appeals for the Seventh Circuit reversed and remanded for a new trial reason-
ing that reason and experience, “ the touchstones for acceptance of a privilege 
under Rule 501 of the Federal Rules of Evidence, compelled recognition of a 
psychotherapist patient privilege.” The Supreme Court held that “confidential 
communications between a licensed psychotherapist and her patients in the 
course of diagnosis or treatment are protected from compelled disclosure under 
Rule 501 of the Federal Rules of Evidence” in part because the court also rec-
ognized that “social workers provide a significant amount of mental health 
treatment” [5].

In Maine, case of Harrison v. Granite Bay Care, Inc., a social worker was 
terminated on the grounds of allegedly “creating disharmony in the workplace” 
when she reported what she considered to be violations of state employment law 
to her supervisor and, thereafter, to Maine’s Department of Health and Human 
Services. Although the district court granted a motion for summary judgment 
against the social worker, on appeal, the First Circuit vacated the judgment find-
ing a misapplication of whistleblower statute. Here the issue is whether the fil-
ing of a mandatory report with DHHS constitutes protected activity under the 
Maine Whistleblower Protection Act. The final outcome of this case remains 
pending at present.

The Maryland case of In re Adoption/Guardianship No. CCJ14746 addressed the 
issue of whether licensed clinical social workers may provide expert witness testi-
mony concerning the diagnosis and treatment of emotional and mental disorders 
[6]. Here, upon hearing the facts of the case, the Court of Special Appeals affirmed 
the judgment of the Circuit Court for Washington County finding that the clinical 
social worker in that case was specifically authorized to diagnose mental disorders 
and, therefore, was qualified to testify as an expert. In this case, petitioner Munson 
invoked the language of the state social work act which itself made a critical distinc-
tion between a licensed social worker and a licensed clinical social worker, where a 
licensed clinical social worker was specifically authorized by the Maryland 
Legislature to render diagnoses based on a recognized manual of mental and emo-
tional disorders [7].
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 Ethical and Legal Issues in Case and Care Management

Care management is fundamental to population health; case management is funda-
mental to the management of the health of a defined population. Care management 
is a team-based, patient-centered approach which aims to assist patients and their 
support systems in the management of medical conditions more effectively so as to 
coordinate complex care, decrease the cost of care, and improve outcomes. Hospital- 
based care managers are patient advocates who help drive appropriate plans of care 
especially when multiple disciplines are involved in the care of complex patients.

Although distinctions between “case managers” and “care managers and care 
coordinators” have been drawn, the positions are sufficiently similar [8] as to be dis-
cussed as an aggregate in general terms. The Case Management Society of America 
(CMSA) defines case management as “provided by healthcare professionals working 
with people to identify issues and barriers that may prevent them from getting better 
and uncovering mutually agreed upon solutions to achieve their healthcare goals” [9].

The Agency for Healthcare Research and Quality (AHRQ) describes care coor-
dination as “deliberately organizing patient care activities and sharing information 
among all of the participants concerned with a patient’s care to achieve safer and 
more effective care” [10].

The Commission for Case Manager Certification (CCMC) describes advocacy in 
case management as a process that promotes beneficence, justice, autonomy, self- 
determination, and independence for patients and their families or caregivers. The 
Commission articulates in its statement that the profession adheres to the ideals of 
service and advocacy for patients regardless of race, ethnicity, religion, age, gender, 
sexual orientation, national origin, marital status, or disability. Furthermore, the ser-
vice and advocacy ideal of case managers is the education of patients about their 
rights, benefits, and healthcare and human services, facilitating informed decision- 
making, and considerations for the client’s values, beliefs, interests, and culture. In 
its Social Justice Statement and its Code of Professional Conduct for Case Managers, 
the Commission commits to responsibilities to (1) place the public interest above 
our own at all times; (2) respect the rights and inherent dignity of others; (3) always 
maintain objectivity in our relationships with clients; and (4) act with integrity, dig-
nity, and fidelity with clients and others.

Case managers work with members of the interdisciplinary healthcare team to 
promote the best interests of the patient and his or her family; therefore, from an 
ethical standpoint, case managers must weigh and balance the potential risks and 
benefits of possible actions, interventions, treatments, and decisions when consider-
ing care options. In addition, since case managers are also employees who are 
tasked with directing access and utilization in the context of insurers, patient 
finances, and inpatient throughput management, there are potential ethical conflicts 
which arise because of competing imperatives.

Case managers function at the intersection of numerous federal and state statutes 
and regulations which include, for example, HIPAA, CMS mandates, insurance law, 
and workers compensation. Important areas of potential liability for care managers 
include denial of service, premature or improper discharge, or premature or improper 
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transfer. Furthermore, it is important to realize that the case managers (like social 
workers) have important and legislatively mandated functions as part of the health-
care patient management team.

The Federal Register is the legal repository for laws that are finalized by 
Congressional action. Title 42 (Public Health) Chapter IV (Hospitals) addresses 
most of the federal statutes that govern healthcare, specifically hospitals. 42 CFR § 
440.169 statutorily defines case management services:

(a)  Case management services means services furnished to assist individuals, eligible under 
the State plan who reside in a community setting or are transitioning to a community 
setting, in gaining access to needed medical, social, educational, and other service

….
(d)  The assistance that case managers provide in assisting eligible individuals obtain ser-

vices includes -

(1)  Comprehensive assessment and periodic reassessment of individual needs, to 
determine the need for any medical, educational, social, or other services. These 
assessment activities include the following:

(i)    Taking client history.
(ii)   Identifying the needs of the individual, and completing related 

documentation.
(iii)  Gathering information from other sources, such as family members, medical 

providers, social workers, and educators (if necessary) to form a complete 
assessment of the eligible individual.

(2)  Development (and periodic revision) of a specific care plan based on the informa-
tion collected through the assessment, that includes the following:

(i)    Specifies the goals and actions to address the medical, social, educational, and 
other services needed by the eligible individual.

(ii)   Includes activities such as ensuring the active participation of the eligible indi-
vidual and working with the individual (or the individual’s authorized health 
care decision maker) and others to develop those goals.

(iii)  Identifies a course of action to respond to the assessed needs of the eligible 
Individual.

(3)  Referral and related activities (such as scheduling appointments for the individual) 
to help the eligible individual obtain needed services, including activities that help 
link the individual with medical, social, and educational providers or other pro-
grams and services that are capable of providing needed services to address identi-
fied needs and achieve goals specified in the care plan.

(4)  Monitoring and follow-up activities, including activities and contacts that are nec-
essary to ensure that the care plan is effectively implemented and adequately 
addresses the needs of the eligible individual and which may be with the individual, 
family members, service providers, or other entities or individuals and conducted 
as frequently as necessary, and including at least one annual monitoring, to help 
determine whether the following conditions are met:

(i)    Services are being furnished in accordance with the individual’s care plan.
(ii)   Services in the care plan are adequate.
(iii)  There are changes in the needs or status of the eligible individual. Monitoring 

and follow- up activities include making necessary adjustments in the care 
plan and service arrangements with providers.

(e)  Case management may include contacts with non-eligible individuals that are directly 
related to the identification of the eligible individual’s needs and care, for the purposes 
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of helping the eligible individual access services, identifying needs and supports to 
assist the eligible individual in obtaining services, providing case managers with useful 
feedback, and alerting case managers to changes in the eligible individual’s needs.
72 FR 68091, Dec. 4, 2007, as amended at 74 FR 31196, June 30, 2009

Similarly, CMS defines the process of “discharge planning.” Discharge planning 
is a federally mandated process to transition through the levels of care and is a vital 
component of a successful transition from hospitals and PAC settings. The most 
appropriate location to which a patient should be discharged should be based on the 
patient’s clinical care requirements, available support network, and patient and care-
giver treatment preferences and goals of care. Therefore, the role of case manage-
ment in the continuity of care following an acute care hospitalization is obvious. 
CMS defined “discharge planning” in a final rule [11], published September 26, 
2019, which also empowered patients to make informed decisions about their care 
as they are discharged from acute care into post-acute care (PAC). The final rule 
revised hospital discharge planning requirements affect long-term care hospitals 
(LTCHs), inpatient rehabilitation facilities, inpatient psychiatric facilities, chil-
dren’s hospitals, cancer hospitals, IRFs, critical access hospitals (CAHs), and home 
health agencies (HHAs). The intent of the rule was to promote the seamless 
exchange of patient information between healthcare settings and to ensure that each 
patient’s healthcare information accompanies them after discharge from a hospital 
or PAC provider [12]. Compliance with the rule is a Condition of Participation 
(CoP) for the Medicare and Medicaid programs.

CFR Title 42, Subsection 482.43 addresses Condition of Participation as they 
relate to discharge planning:

The hospital must have an effective discharge planning process that focuses on the patient’s 
goals and treatment preferences and includes the patient and his or her caregivers/support 
person(s) as active partners in the discharge planning for post-discharge care. The discharge 
planning process and the discharge plan must be consistent with the patient’s goals for care 
and his or her treatment preferences, ensure an effective transition of the patient from hos-
pital to post-discharge care, and reduce the factors leading to preventable hospital 
readmissions.

(a)  Standard: Discharge planning process. The hospital’s discharge planning process must 
identify, at an early stage of hospitalization, those patients who are likely to suffer 
adverse health consequences upon discharge in the absence of adequate discharge plan-
ning and must provide a discharge planning evaluation for those patients so identified 
as well as for other patients upon the request of the patient, patient’s representative, or 
patient’s physician. [CMS did not finalize the proposed design requirements.]

(1)  Any discharge planning evaluation must be made on a timely basis to ensure that 
appropriate arrangements for post-hospital care will be made before discharge and 
to avoid unnecessary delays in discharge.

(2)  A discharge planning evaluation must include an evaluation of a patient’s likely 
need for appropriate post-hospital services, including, but not limited to, hospice 
care services, post-hospital extended care services, home health services, and non-
health care services and community based care providers, and must also include a 
determination of the availability of the appropriate services as well as of the 
patient’s access to those services.

(3)  The discharge planning evaluation must be included in the patient’s medical record 
for use in establishing an appropriate discharge plan and the results of the evalua-
tion must be discussed with the patient (or the patient’s representative).
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(4)  Upon the request of a patient’s physician, the hospital must arrange for the develop-
ment and initial implementation of a discharge plan for the patient.

(5)  Any discharge planning evaluation or discharge plan required under this paragraph 
must be developed by, or under the supervision of a registered nurse, social worker, 
or other appropriately qualified personnel.

(6)  The hospital’s discharge planning process must require regular re- evaluation of the 
patient’s condition to identify changes that require modification of the discharge 
plan. The discharge plan must be updated, as needed, to reflect these changes.

(7)  The hospital must assess its discharge planning process on a regular basis. The 
assessment must include ongoing, periodic review of a representative sample of 
discharge plans, including those patients who were readmitted within 30 days of a 
previous admission, to ensure that the plans are responsive to patient post-dis-
charge needs.

(8)  The hospital must assist patients, their families, or the patient’s representative in 
selecting a post-acute care provider by using and sharing data that includes, but is 
not limited to, HHA, SNF, IRF, or LTCH data on quality measures and data on 
resource use measures. The hospital must ensure that the post-acute care data on 
quality measures and data on resource use measures is relevant and applicable to 
the patient’s goals of care and treatment preferences.

(b)  Standard: Discharge of the patient and provision and transmission of the patient’s nec-
essary medical information. The hospital must discharge the patient, and also transfer 
or refer the patient where applicable, along with all necessary medical information 
pertaining to the patient’s current course of illness and treatment, post-discharge goals 
of care, and treatment preferences, at the time of discharge, to the appropriate post-
acute care service providers and suppliers, facilities, agencies, and other outpatient ser-
vice providers and practitioners responsible for the patient’s follow-up or ancillary care.

(c)  Standard: Requirements related to post-acute care services. For those patients dis-
charged home and referred for HHA services, or for those patients transferred to a SNF 
for post-hospital extended care services, or transferred to an IRF or LTCH for special-
ized hospital services, the following requirements apply, in addition to those set out at 
paragraphs (a) and (b) of this section:

(1)  The hospital must include in the discharge plan a list of HHAs, SNFs, IRFs, or 
LTCHs that are available to the patient, that are participating in the Medicare pro-
gram, and that serve the geographic area (as defined by the HHA) in which the 
patient resides, or in the case of a SNF, IRF, or LTCH, in the geographic area 
requested by the patient. HHAs must request to be listed by the hospital as available.

(i)    This list must only be presented to patients for whom home health care post-
hospital extended care services, SNF, IRF, or LTCH services are indicated and 
appropriate as determined by the discharge planning evaluation.

(ii)   For patients enrolled in managed care organizations, the hospital must make 
the patient aware of the need to verify with their managed care organization 
which practitioners, providers or certified suppliers are in the managed care 
organization’s network. If the hospital has information on which practitioners, 
providers or certified supplies are in the network of the patient’s managed care 
organization, it must share this with the patient or the patient’s representative.

(iii)  The hospital must document in the patient’s medical record that the list was 
presented to the patient or to the patient’s representative.

`(2)  The hospital, as part of the discharge planning process, must inform the patient or 
the patient’s representative of their freedom to choose among participating 
Medicare providers and suppliers of post-discharge services and must, when pos-
sible, respect the patient’s or the patient’s representative’s goals of care and treat-
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ment preferences, as well as other preferences they express. The hospital must not 
specify or otherwise limit the qualified providers or suppliers that are available to 
the patient.

(3)  The discharge plan must identify any HHA or SNF to which the patient is referred in 
which the hospital has a disclosable financial interest, as specified by the Secretary, and 
any HHA or SNF that has a disclosable financial interest in a hospital under Medicare.

CFR Title 42, Subsection 482.43

Furthermore, Sect. 484.58 was added to the CoP added to read:

(a) Standard: Discharge planning. An HHA must develop and implement an effective dis-
charge planning process. For patients who are transferred to another HHA or who are 
discharged to a SNF, IRF or LTCH, the HHA must assist patients and their caregivers in 
selecting a post-acute care provider by using and sharing data that includes, but is not 
limited to HHA, SNF, IRF, or LTCH data on quality measures and data on resource use 
measures. The HHA must ensure that the post-acute care data on quality measures and 
data on resource use measures is relevant and applicable to the patient’s goals of care 
and treatment preferences.

(b) Standard: Discharge or transfer summary content.

1.  The HHA must send all necessary medical information pertaining to the patient’s 
current course of illness and treatment, post- discharge goals of care, and treatment 
preferences, to the receiving facility or health care practitioner to ensure the safe and 
effective transition of care.

2.  The HHA must comply with requests for additional clinical information as may be 
necessary for treatment of the patient made by the receiving facility or health care 
practitioner.

The Improving Medicare Post-Acute Care Transformation Act of 2014 (IMPACT 
Act) [13] further mandates hospitals, including short-term acute care hospitals, 
CAHs, and PAC providers (LTCHs, IRFs, HHAs, and SNFs), to develop and imple-
ment quality measures and resource use measures to assist patients and their fami-
lies in their decision-making during the discharge planning process. IMPACT 
requires the standardization of PAC assessment data so as to facilitate comparison 
across PAC settings, to be used by hospitals as a means to facilitate coordinated care 
and improved Medicare beneficiary outcomes. These data sets include the Long- 
Term Care Hospital CARE Data Set (LCDS) for LTCHs, the Minimum Data Set 
(MDS) for SNFs, the Outcome and Assessment Information Set (OASIS) for HHAs, 
and the Inpatient Rehabilitation Facility Patient Assessment Instrument (IRF PAI) 
for IRFs. Meaningful measures prioritized by CMS include:

• Promote effective communication and coordination of care
• Promote effective prevention and treatment of chronic disease
• Work with communities to promote best practices of healthy living
• Make care affordable
• Make care safer by reducing harm, cost in the delivery of care
• Strengthen person and family engagement as partners in their care [14]

CMS also published a proposed rule on June 16, 2016, in the Federal Register, 
titled “Medicare and Medicaid Programs; Hospital and Critical Access Hospital 
(CAH) Changes to Promote Innovation, Flexibility, and Improvement in Patient 
Care” which proposed to update CoPs to mandate improved communication 
between providers and patients and patient access to their medical records.
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Liability for case managers stems primarily from failures to communicate or 
document in accordance with the relevant laws, regulations, or rules. Although ver-
bal communication is a foundation for decision-making in case management, con-
temporaneous documentation of the details and the outcomes of the discussions is 
necessary in the event that that is a post-action review. Such reviews often arise 
from patient or caregiver complaints and may escalate internally to quality assur-
ance or to risk management or externally to state boards or CMS. Alternatively, if 
there is a demonstrable deviation from standards of care which results in a patient 
harm, litigation is possible. Thus, case managers must be familiar with and under-
stand the national standards of care published by the Case Management Society of 
America, adhere the standards, and carefully document why services were provided 
or denied. In addition, since case managers are hospital employees, case managers 
should also be careful so as to respect the boundaries of such job description, which, 
at times, may result in ethical dilemmas. Nonetheless, the conduct and decisions of 
case managers, similar to other employees such as social workers, physician advi-
sors, and nurses, can implicate the hospital in regulatory inquiries and/or litigation.

 Ethical and Legal Issues Facing Physician Advisors

In contract to social workers and case managers, physician advisors are a new mem-
ber to the multidisciplinary care management team. Although there is likely no one 
single definition for a physician advisor, one legal definition of a physician advisor 
might be, for example, “a physician licensed to practice medicine who provides 
medical advice or information to a private review agent or a utilization review entity 
in connection with its utilization review activities” [15]. The physician advisor is a 
clinical leader that facilitates the coordination of clinical care and cost-of-care ini-
tiatives. In general, the physician advisor functions as a liaison between the clinical 
medical staff and care management so as to provide advice and support regarding 
the medical necessity of inpatient services which may include (1) a secondary level 
of physician review regarding medical necessity and status determinations; (2) con-
current and retrospective payer denial appeals and management; (3) recovery audit 
contractor (RAC) denials and appeals; (4) clinical documentation improvement 
(CDI) to best reflect comorbidities and case mix index; (5) utilization management 
issues including length of stay, optimal resource utilization, and level of care trans-
fers; and (6) discharge planning and readmissions management. Acute care hospi-
tals and healthcare systems have rapidly embraced the physician advisor model 
because of demonstrated return on investment (ROIs) realized from such programs. 
Thus, an effective physician advisor program will improve hospital reimbursement 
and maintain the spirit of medical staff self-governance [16] required by the Joint 
Commission through a paradigm of clinical peer communication and coaching.

In general, the level of clinical documentation by clinicians has been suboptimal; 
understandably, charting has been seen as subordinate to actual hands-on patient 
care. Nonetheless, it is the medical record that supports not only the level but also 

J. E. Szalados



489

quality of the care that was provided. Thus, the quality of medical record documen-
tation is fundamental to supporting claims and reimbursement but also providing 
the foundation for a successful defense in the event of malpractice litigation. 
Nonetheless, for every hour a clinician spends with a patient, the clinician then 
spends 2 hours on EHR documentation; thus, providers already typically spend 27% 
of their total working time on direct face-to-face patient interactions and about 
49.2% of their time on EHR documentation [17].

In order to understand the importance of clinical documentation, and therefore a 
key tenet of the physician advisor paradigm, it is important to understand the coding 
and claims submission process (see Chap. 11). The clinical documentation entered 
by providers into the medical record is subsequently extracted by clinical coders. 
The data extracted by clinical coders is then translated into claims, case mix, quality 
reporting data, and disease management. Importantly, a chart which does not accu-
rately reflect all of a patient’s chronic and acute comorbidities can underrepresent 
the severity of illness and overestimate the expected outcomes of care resulting in 
an adverse quality-of-care assessment. In essence, a patient who looks healthier on 
the record, because of poor documentation, is expected to have less complications, 
lower mortality risk, and less need for post-discharge support; the insufficiency of 
documentation in turn results in underpayment to the health system, poorer quality 
or outcome metrics, and potential liability exposure. Clinical documentation is also 
at the foundation for value-based care initiatives.

Liability for physician advisor activities has not been clearly established, 
although there are potential concerns. The physician advisor team typically man-
ages the CDI process through a process termed the “physician query” which is an 
EMR chart-based communication questioning the provider’s wording of a clinical 
issue. The query will typically suggest an alternate wording to better describe a 
clinical issue or problem; however, the query may also raise a previously undocu-
mented problem. The intent of the query is to more accurately portray a patient’s 
clinical situation. Moreover, clinicians’ compliance with queries is monitored and 
enforced, typically by amendments to medical staff bylaws. The query raises at least 
three potential liability exposures: (1) a potential false claims issue where queries 
may be exploited to artificially exaggerate the severity of illness, and therefore 
reimbursement; (2) rephrasing a provider’s clinical impressions in such a way as to 
change the provider’s liability in the event of malpractice litigation; and (3) medical 
staff disciplinary proceedings which are based in query compliance and standard-
ized documentation, rather than quality of care.

 Conclusions

Traditionally, the oversight for inpatient care has been managed by the medical 
staff, through peer review and quality improvement processes, and by clinical sup-
port staff including social workers and case managers through the utilization review 
process. The increased complexity of the private payer review and the regulatory 
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review environment now necessitates a coordinated multidisciplinary process by 
which utilization and financial metrics can be best aligned with the mission of acute 
care organizations. It is important that providers understand that the multidisci-
plinary structure is supportive, and not adverse, to their clinical work. In addition, it 
is important that clinicians respect and collaborate with their multidisciplinary part-
ners, since, to a large extent, such partnership unloads a multitude of administrative 
tasks from busy clinicians while working in parallel to support important quality, 
satisfaction, and financial metrics. Nonetheless, social workers, case managers, and 
physician advisors usually all operate as hospital employees but mostly within 
national standards, policies, and job descriptions. Although there is, at present, no 
established line of case precedent in this area, regulations and potentially applicable 
national standards provide important guidance to minimize the risk of liability 
exposures.
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Chapter 24
Employment and Human Resources Law: 
An Overview

James E. Szalados

 The Definitions of Employee and Independent Contractor

Two workers, performing the same work, for the same wage, may be legally classi-
fied as either “employee” or “independent contractor.” According to the IRS, under 
common-law rules, anyone who performs services for [an employer] is [an] 
employee if [the employer] can control what will be done and how it will be done 
[1]. On the other hand, Black’s Law Dictionary defines an employee to be “a person 
in the service of another under any contract of hire, express or implied, oral or writ-
ten, where the employer has the power or right to control and direct the employee in 
the material details of how the work is to be performed” [2]. Although the question 
of whether one who works for another is actually an “employee” would seem sim-
ple, but it is not. In fact, the legal definition of “employee” is more concerned with 
than the compensation received by the worker.

An employee must be distinguished from an “independent contractor.” The IRS 
defines “independent contractor” as “…an individual is an independent contractor if 
the payer has the right to control or direct only the result of the work and not what 
will be done and how it will be done” [3], whereas Black’s Law Dictionary defines 
an “independent contractor” as one who “in the exercise of an independent employ-
ment, contracts to do a piece of work according to his own methods and is subject 
to his employer’s control only as to the end product or final result of his work” [4].

There are other less common classifications of workers. For example, business 
owners who provide services to other businesses are generally considered self- 
employed and are thus neither employees nor contractors. Specific classes of 

J. E. Szalados (*) 
Director, Surgical and Neurocritical Care Units, Rochester Regional Health System at 
Rochester General Hospital, Rochester, NY, USA 

The Szalados Law Firm, Hilton, NY, USA
e-mail: james.szalados@rochesterregional.org; jszalados@aol.com

http://crossmark.crossref.org/dialog/?doi=10.1007/978-3-030-68570-6_24&domain=pdf
https://doi.org/10.1007/978-3-030-68570-6_24#DOI
mailto:james.szalados@rochesterregional.org
mailto:jszalados@aol.com


494

workers may also be reclassified by statute. Thus, workers who would be classified 
as independent contractors under common law rules may nevertheless be treated as 
employees by statute (“statutory employees”) under specific circumstances. 
Similarly, a worker may be classified as a “statutory nonemployee.” Finally, the 
classification of government workers is complex; in general an “officer, employee, 
or elected official” of government is an employee for income tax withholding pur-
poses unless a law or Section 218 Agreement applies.

 The Employer-Employee Relationship

There are significant ramifications associated with the classification of a worker; 
these impact both the employer and the worker. Workers may be classified as inde-
pendent contractors either appropriately or inappropriately by misunderstanding or 
intent. An employer can eliminate the employer’s share and withhold the worker’s 
share of taxes and withholdings and, thereby, eliminate significant costs associated 
with salaries, benefits, and employment taxes by classifying a worker as an indepen-
dent contractor including:

• Social Security (FICA) [5] and Medicare taxes (employer’s share)
• Fair Labor Standards Act (FLSA) [6] mandated overtime and minimum wage 

payments
• Federal (FUTA [7]) and state (SUTA) unemployment compensation taxes
• Workers’ compensation insurance premiums
• Employee health insurance premiums
• Employee retirement benefits, vacation, holiday, and sick pay
• Employee fringe benefits (stock options)

In addition, numerous legislative protections which apply to employees and do 
not, or may not fully, apply to independent contractors including:

• Title VII of the Civil Rights Act of 1964 [8] which prohibits employer discrimi-
nation against employees on the basis of race, color, religion, sex, or national origin

• Age Discrimination in Employment Act (ADEA) [9] which prohibits employer 
discrimination against employees on the basis of their age

• Employment Retirement Security Act (ERISA) [10] which defines parameters 
of qualified employee benefit plans, including the level of benefits and amount 
of service required for vesting of those benefits, typically in the context of 
retirement

• Americans with Disabilities Act (ADA) [11] prohibits employer discrimination 
against otherwise qualified individuals with disabilities.

• Family and Medical Leave Act (FMLA) [12] requires employers to provide eli-
gible employees with up to 12 weeks of unpaid leave per year when those 
employees are faced with certain critical life situations.

• The National Labor Relations Act (NLRA) [13] which grants employees the 
right to organize and governs labor-management relations
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Furthermore, it is how the worker is treated, not how the agreement or contract is 
worded or structured that is relevant. An “employment contract” or “employment 
agreement” does not, in itself, despite wording to the contrary, define the classifica-
tion status of a worker. Similarly, labels or similar categorical assignments or work-
ers by employers have little meaning in the legal context. Rather, regulators and 
“investigators will use a totality of the circumstances” test [14] to assess each ele-
ment of the conditions and manner in which the work is, or has been, performed. 
Federal and state regulators, especially the IRS, take the issue of worker and will 
investigate and will regularly challenge worker classifications and take actions to 
recover back taxes and contributions owed. In addition, private suit can be brought 
by employees to recover benefits of employment, benefits owed, and violations of 
anti-discrimination laws. In the case of United States v. Polk [15], US Court of 
Appeals for the Ninth Circuit found that an employer could be held criminally liable 
for its failure to pay FICA employment taxes, despite arguments by the employer 
that workers were all subcontractors.

There is one absolute no uniform test or set of criteria which will distinguish 
employees from independent contractors. US government agencies such as the IRS, 
the US Department of Labor (DOL), and the National Labor Relations Board 
(NLRB) may each use their own factor and criteria (Tables 24.1 and 24.2). 
Nonetheless, US courts have developed, and employ, three tests to determine work-
er’s status: (1) the common-law test; (2) the economic realities test; and (3) a hybrid 
test (Table 24.3). The outcome of the tests may vary based on the test that is used, 
the statute or Federal Law(s) applied, or even the jurisdiction in which the case is 
adjudicated.

The common-law test [16] is basis of the traditional legal concept of agency and 
looks at ten individually non-dispositive factors to determine a worker’s classifica-
tion. Nonetheless, the common-law test emphasizes the “right of control.” The IRS 
looks for three categories of evidence regarding the degree of control and indepen-
dence: “(1) Behavioral: Does the company control or have the right to control what 
the worker does and how the worker does his or her job?; (2) Financial: Are the 
business aspects of the worker’s job controlled by the payer? (these include things 
like how worker is paid, whether expenses are reimbursed, who provides tools/sup-
plies, etc.); and, (3) Type of Relationship: Are there written contracts or employee 
type benefits (i.e. pension plan, insurance, vacation pay, etc.)? Will the relationship 
continue and is the work performed a key aspect of the business?” [17]. The IRS 
20-factor test [18] (Table 24.4) is derived from the common-law test. The IRS 20 
factor test remains valid today. In Walker v. Altmeyer [19], the US Court of Appeals 
for the Second Circuit weighed the elements of supervision and control in its deter-
mination of worker classification. Subsequently the US Supreme Court opined, in 
the cases of Nationwide Mutual Insurance Co. v. Darden [20], that Federal laws, at 
the time, did not clearly define an “employee” and ruled that the relationship 
between employer and worker should be evaluated on the basis of the common-law 
test, with a focus on the “right to control” the worker.

The economic realities test focuses on the economic dependence of the worker 
on the employer and is thus most relevant in the context of the Fair Labor Standards 
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Act governing minimum wage and overtime obligations. The economic realities test 
intends to protect workers who are financially dependent on their employer(s). The 
implication, under the economic realities test, is that independent contractors have 
a larger degree of economic independence, and, thus, may simultaneously or in 
rapid sequence work for and be compensated by many different employers. Totality 
of circumstances is again important under the economic realities test because of 
intrinsic ambiguities; for example, a worker might be determined to be an employee 
for the purposes of the FLSA, but an independent contractor under FICA. The dif-
ferent conclusions based on the test applied can be, to some extent, illustrated in the 
case of Donovan v. DialAmerica Marketing, Inc. [21], where the Court of Appeals 
first ruled that under the economic realities test, workers were employees; however, 
on appeal, the Appellate Court ruled that the workers were independent contractors 
under the FLSA. Similarly, in the case of Brock v. Superior Care, Inc., the US Court 
of Appeals for the Second Circuit ruled that the employer, Superior Care, Inc., had 
violated the overtime-pay protections within the FLSA when it failed to pay over-
time compensation to nurses who were determined to be employees using a totality 
of the circumstances analysis of the economic realities test.

The hybrid test incorporates elements of both the common-law and the economic 
realities tests, with, as foundation, the view accepted by courts which have heard 
such matters, that the totality of the circumstances is fundamental to the legal 

Table 24.1 The basics of worker classification: employee versus independent contractor

Description Employee Contractor

Employment 
laws

Federal and state employment statutes Not employee – therefore 
employment laws generally do 
not apply

Hiring process A potential employee submits an application 
through the human resources department 
according to applicable laws and policies. If 
the application is approved, a job offer 
follows. Once the offer of employment is 
accepted, the employer is obligated to obtain 
additional personal data such as date of birth, 
marital status, and citizenship status

A potential contractor may be 
contacted by an entity to submit 
a proposal (“RFP”), if chosen 
as the contractor, then a 
contract regarding the details of 
the project is signed by the 
parties and the project 
commences

Tax documents 
include

Name, address, social security number, tax 
filing status, and exemptions on a W-4

Name, address, taxpayer 
identification number, and W-9 
withholding information

Payer’s tax 
reporting 
requirements

Reports salary and benefits paid to the 
employee on W-2

Reports payments of $600 or 
more per calendar year on a 
Form 1099

Other reporting State and federal unemployment insurance None
Payments for 
value of work 
or contract

Either hourly wage or annual salary Contractual agreement

Payments 
accrue

Per pay period, the intervals for which must 
remain the same unless formally changed

Contractor reimbursed by 
accounts payable per contract 
terms on receipt of invoice
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analysis. The hybrid test considers, but does focus on the economic realities of the 
work relationship; and rather, but focuses on the employer’s right to control the 
work process as the more determinative factor in its determinations. The “hybrid 
test” is the test most frequently applied by the courts to controversies surrounding 
employer discrimination that are brought under Title VII of the Civil Rights Act of 
1964. In the case of Diggs v. Harris Hospital—Methodist, Inc. [22], the US Court of 
Appeals for the Fifth Circuit held that Jacqulyn Diggs, an African-American physi-
cian, could not sustain a claim under Title VII for discrimination, since the court 
determined that Diggs was an independent contractor, and not an employee, under 
the hybrid test, finding that (1) medical staff privileges at Harris Hospital were not 
necessary to Diggs’ medical practice; (2) the hospital did not direct the manner or 
means by which medical care was provided; and (3) the hospital did not pay a sal-
ary, licensing fees, professional dues, insurance premiums, taxes, or retirement ben-
efits to, or on behalf of, Diggs. The Diggs court thus concluded that Diggs was an 
independent contractor not under Title VII protection.

In the event that an employer misclassifies an employee, the IRS has established 
the Voluntary Classification Settlement Program (VCSP) which is an optional 

Table 24.2 General tests for worker classification (employee versus independent contractor)

Test General rule Applicable laws

Common- 
law test 
(IRS)

There is an employment relationship where employer 
has right of control over work processes (through an 
assessment of the totality of the circumstances)

Federal Insurance 
Contributions Act
Federal Unemployment 
Tax Act
Income tax 
withholding
Employment 
Retirement and Income 
Security Act
  National Labor 

Relations Act
Immigration Reform
  Control Act (IRS 

test)
Economic 
realities test

There is an employment relationship where 
employment relationship exists where the employee is 
dependent on the employer for continued employment

Fair Labor Standards 
Act
Title VII
Age Discrimination in 
Employment Act
Americans with 
Disabilities Act
Family and Medical 
Leave Act

Hybrid test Employment relationship is evaluated under both 
common law and economic reality test factors, with a 
focus on who has the right to control the means and 
manner of a worker’s performance

Title VII
Age Discrimination in 
Employment Act
Americans with 
Disabilities Act
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program that provides an opportunity to reclassify workers as employees for future 
tax periods for employment tax purposes, with partial relief from federal employ-
ment taxes, provided that employers agree to prospectively classify those workers 
as employees [17].

 Exempt and Non-exempt Employee Status

Employees are further classified into exempt or non-exempt categories under the 
Fair Labor Standards Act. The main implication of an employee’s status as exempt 
is that exempt employees are not entitled to a specific minimum wage or to overtime 
pay. Nonetheless, although the FLSA provides no guarantees regarding minimum 
wage and overtime pay for exempt employees, individual employers have authority 
to determine what compensation, if any, will be provided to exempt employees in 
return for overtime work. Furthermore, there are three general requirements under 
the FLSA necessary to meet exempt status: (1) exempt employees are paid by a sal-
ary rather than an hourly rate; (2) exempt employees must meet the minimum salary 

Table 24.3 Worker status as defined by common-law tests

Factor Employee if … Independent contractor if …

Right of 
control

Employer controls the details of the work Worker independently controls 
details of the work

Business 
relationship

Worker is fully engaged in employer’s 
business

Worker operates as a separate 
business

Supervision 
level

Employer supervises worker 
(“respondeat superior”)

Worker operates without direct 
supervision

Skill level Skill level required is ordinary for 
employees in that business

Skill level is specialized, is unique, or 
based in training, education, 
experience

Tools and 
materials

Employer provides instrumentalities, 
tools, and a workplace structure

Worker provides his or her 
instrumentalities and tools and is 
based elsewhere

Continuing 
relationship

Worker is employed for extended 
continuous period

Worker is employed for specific 
project or “as needed”

Method of 
payment

Worker is paid a wage Worker is paid by the project

Integration Work is an integral element of 
employer’s usual business

Work is not part of employer’s usual 
ongoing business

Intent Employer and worker intend to create an 
employer-employee relationship

Employer and worker do not intend 
to create an employer-employee 
relationship or intend to create an 
independent contractor relationship

Dedicated 
engagement

Worker dedicated to one employer for 
the time required by employer. Worker 
may be a ‘part time’ employee or have 
more than one job; these do not overlap

Worker may provide services 
simultaneously to more than one 
business or employer
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Table 24.4 The IRS 20-factor test [56]

Factor Description

Level of 
instruction

A worker is required to comply with employer’s rules and policies 
regarding hours of work, place of work, and the process of work to be 
performed as an employee [57]

Amount of 
training

Training a worker by requiring an experienced employee to work with the 
worker, by requiring the worker to attend meetings, or by using other 
methods indicates that the person(s) for whom the services are performed 
want the services performed in a particular manner or by use of a particular 
method and thereby indicates the requisite control to establish an employer- 
employee relationship [58]

Degree of 
business 
integration

Integration of the worker’s services into the business operations generally 
shows that the worker is subject to direction and control [59]

Extent of 
personally 
rendered services

Employers that insist on a particular person performing the work assert a 
degree of control that suggests an employment relationship. In contrast, 
independent contractors typically are free to assign the work [60]

Control of 
assistants

If a company hires, supervises, and pays a worker’s assistants, this control 
indicates a possible employment relationship. If the worker retains control 
over hiring, supervising, and paying helpers, this arrangement suggests an 
independent contractor relationship [61]

Continuity of 
relationship

A continuous relationship between a company and a worker indicates a 
possible employment relationship. However, an independent contractor may 
contract for an ongoing relationship or through for multiple, sequential 
projects

Flexibility of 
schedule

Those whose hours or days of work are dictated by a company are apt to 
qualify as its employees [62]

Demands for 
full-time work

If the worker must devote substantially his or her full time to the business of 
the employer, there is control over the amount of time the worker spends 
working. An independent contractor is free to work when and for whom he 
or she chooses [63]

Services 
performed on 
employer’s 
premises

Requiring someone to work on company premises – particularly if the work 
can be performed elsewhere – indicates a possible employment relationship 
[64]

Sequence of work If a company requires work to be performed in specific order or sequence, 
this control suggests an employment relationship [63]

Requirements for 
oral or written 
reports

If a worker regularly must provide written or oral reports on the status of a 
project, this arrangement indicates a possible employment relationship [65]

Method of 
payment

Hourly, weekly, or monthly pay schedules are characteristic of employment 
relationships, unless the payments simply are a convenient way of 
distributing a lump-sum fee. Payment on commission or project completion 
is more characteristic of independent contractor relationships [66]

Payment of 
business or travel 
expenses

Independent contractors typically bear the cost of travel or business 
expenses, and most contractors set their fees high enough to cover these 
costs. Direct reimbursement of travel and other business costs by a company 
suggests an employment relationship [67]

(continued)
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threshold set by the FLSA; for example, in the year 2020, employees must earn a 
minimum or $684 per week or $35,568 per year to be considered exempt; and (3) 
exempt employees have high-level responsibilities. Under the FLSA, job titles and 
job descriptions are not considered when classifying an employee as exempt or non- 
exempt since a job title may not reflect the actual job duties; duties rather than title 
or job description serve to classify an employee as either exempt or nonexempt. 
Nonetheless, exempt employees will usually fall into one of three categories: (a) 
professional; (2) administrative; or (3) executive.

In order for an employee to meet the professional exemption status, he or she will 
typically perform job duties that require educational qualifications such as special-
ized education and exercise professional discretion and judgment. The creative pro-
fessional exemption applies to employees in a creative or artistic endeavors where 
they are required to use their talent, imagination, and inventiveness within the scope 
of their employment.

The administrative exemption applies to employees who direct business opera-
tions and exercise independent judgment and discretion over important business 
decisions.

Executive exemption status requires that the employee be responsible for manag-
ing at least part of a business wherein he or she supervises two or more full-time 
employees or four part-time employees regularly and makes key decisions regard-
ing the job status of other employees such as hiring, terminating, or delegating.

Table 24.4 (continued)

Factor Description

Provision of tools 
and materials

Workers who perform most of their work using company-provided 
equipment, tools, and materials are more likely to be considered employees. 
Work largely done using independently obtained supplies or tools supports 
an independent contractor finding [68]

Investment in 
facilities

If the worker invests in facilities that are used by the worker in performing 
services and are not typically maintained by other employees of the 
employer, that factor tends to indicate that the worker is an independent 
contractor [68]

Realization of 
profit or loss

A worker who can realize a profit or suffer a loss as a result of the worker’s 
services is generally an independent contractor, but the worker who cannot 
is an employee [69].

Work for multiple 
companies

People who simultaneously provide services for several unrelated 
companies are likely to qualify as independent contractors [70]

Availability to 
public

If a worker regularly makes services available to the general public, this 
supports an independent contractor determination [64]

Control over 
discharge

This right is a factor indicating that the worker is an employee and the 
person possessing the right is an employer. An independent contractor, 
conversely, cannot be fired so long as he or she produces a result that meets 
the contract specifications [71]

Right of 
termination

Most employees unilaterally can terminate their work for a company 
without liability. Independent contractors cannot terminate services without 
liability, except as allowed under their contracts [69]
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 The Employment Contract

The contract clause, found in Article I, Section 10 of the Constitution, prohibits the 
states from impairing the obligations of contracts, although in the case of Ogden v. 
Saunders, the Supreme Court clarified that the clause applied only to retroactive 
impairments of existing contracts, not to general police power regulation that affects 
future contracts [23]. Nonetheless, the Supreme Court later found that a liberty of 
contract was an enforceable constitutional right under the due process clause in the 
case of Frisbie v. United States [24]. The Court in Frisbee opined that “among the 
inalienable rights of the citizen is that of the liberty of contract.” Today, “freedom of 
contract” is well recognized as “the ability of parties to bargain and create the terms 
of their agreement as they desire without outside interference from government” 
[25]. With any contract, there are recognized defenses to contract formation which 
include (1) mutual or unilateral mistake, (2) duress or undue influence, (3) uncon-
scionability, (4) misrepresentation or fraud, (5) impossibility or impracticability, (6) 
capacity, (7) illegality, and (7) frustration of purpose.

An employment contract is an agreement that covers the working relationship of 
a company and an employee. The employment contract may be entitled either a 
“contract” or “agreement.” The written contract memorializes the intent of the par-
ties at the time that contract was made and will be interpreted by what is actually 
within the contract without regard to prior oral or written promises (see Chap. 28). 
Once a contract is signed, it becomes legally binding on both parties, typically the 
employer and the employee after which a violation of the terms becomes legally 
actionable in breach.

 Agency and Vicarious Liability

The power of agency is a special designation conferred upon an employee. Most 
typical employment contracts will contain specific written provisions expressly pro-
hibiting a power of agency to the employee. Agency refers to a relationship between 
one people who is designated as the “agent,” who then is legally authorized to act 
on behalf of another person, company, or government – the “master” or “principal.” 
A key element of the principal-agent relationship is the concept of control wherein 
the agent agrees to act under the direction of the principal. A legally binding agency 
relationship must be created through the explicit consent of both the agent and the 
principal. Agency mostly refers to an authorization of an employee by an employer 
to enter into contracts on the employer’s behalf but can extend to management, 
operational, and financial functions. The scope and extent of agency authority is 
usually clearly defined through writings in a contract. Thus, the power of agency is 
almost always, or should be, documented in writing and through the mutual written 
agreement and consent of both parties.
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The agent’s authority may be actual or apparent. An agency relationship is 
formed either by (a) express agreement through a contract according to a power of 
agency; (b) by ratification of unauthorized actions by the principal, essentially ret-
roactively creating a de facto express agency; (c) implication, as implied or inferred 
from the conduct of the parties; or (d) apparent agency by holding oneself as an 
agent in a relationship which does not in fact exist. If the principal grants express 
powers to the agent to act on his or her behalf, then the agent is empowered with real 
or “actual” authority. Through the exercise of an agent’s actual authority, it is as if 
the principal himself or herself were acting, and the principal is then legally bound 
by the agent’s acts. For example, an agent empowered through express agreement 
with actual authority can legally bind the principal, a person or entity, in debt, con-
tract, or other liability. One important example or actual agency is that of a health-
care agent (e.g., healthcare proxy, durable power of attorney for healthcare).

Where the principal either knowingly or mistakenly allows a purported agent to 
assume that he or she is actually empowered with authority to act when such author-
ity in reality does not exist, this is known as apparent authority. Principals must look 
out for such situations and intervene and disavow apparent or implied authority 
before liability is incurred. If others reasonably and in good faith rely on such 
implied or apparent authority, the principal will be held liable.

Agency can give rise to vicarious liability or imputed liability. The issue of 
apparent agency has a long and important history in American tort law; specifically, 
at issue is that which could constitute “apparent agency” in the context of alleged 
medical malpractice. The issue of agency rarely arises in the malpractice setting 
where the providers are employed. An employer of an employee who injures some-
one through negligence while in the scope of employment is generally vicariously 
liable for damages. Respondeat superior, which means “let the master answer,” is 
the legal principle by which a plaintiff may impute liability to an employer for the 
negligence by one or more of its employees where the negligent act occurred within 
the scope of employment. Whether or not an employer-employee relationship exists 
depends primarily on whether the employer has the “right of control” over the 
employee [26]. Through such imputed liability, physicians may be held liable for 
negligent acts by their staff, interns, or medical students while under that physi-
cian’s supervision and guidance; and medical groups or medical practices may be 
held liable for the negligence of partners and associates.

On the other hand, where the providers against whom medical malpractice is 
alleged are not employees, but rather independent contractors, a showing of appar-
ent agency is one way for the plaintiff to impute liability upon the hospital or health-
care institution. Historically, hospitals were considered charitable institutions and 
were therefore considered to be exempt from the general rule that a corporation was 
to be held responsible for the negligent acts of its employees. The doctrine which 
declared charitable institutions immune from liability was first articulated in the 
case of McDonald v. Massachusetts [27]. The doctrine of charitable immunity was 
unchallenged until 1957, in the New York case of Bing v. Thunig [28], where the 
plaintiff, Isabel Bing, was severely burned during surgery in the operating room of 
St. John’s Episcopal Hospital, where the ignition of gases formed by the 
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evaporation of antiseptic which had been applied to plaintiff’s body at and about the 
immediate site of the operation was then ignited when the surgeon applied heated 
cautery to the site. The court in Bing articulated a reversal from the doctrine of 
charitable immunity:

The doctrine of respondeat superior is grounded on firm principles of law and justice. 
Liability is the rule, immunity the exception. It is not too much to expect that those who 
serve and minister to members of the public should do so, as do all others, subject to that 
principle and within the obligation not to injure through carelessness. It is not alone good 
morals but sound law that individuals and organizations should be just before they are gen-
erous, and there is no reason why that should not apply to charitable hospitals.

The conception that the hospital does not undertake to treat the patient, does not under-
take to act through its doctors and nurses, but undertakes instead simply to procure them to 
act upon their own responsibility, no longer reflects the fact. Present-day hospitals, as their 
manner of operation plainly demonstrates, do far more than furnish facilities for treatment. 
They regularly employ on a salary basis a large staff of physicians, nurses and internes, as 
well as administrative and manual workers, and they charge patients for medical care and 
treatment, collecting for such services, if necessary, by legal action. Certainly, the person 
who avails himself of "hospital facilities" expects that the hospital will attempt to cure him, 
not that its nurses or other employees will act on their own responsibility.

Bing v. Thunig at 666.

The Illinois Supreme Court in the case of Gilbert v. Sycamore Municipal Hospital 
[29] defined a multifactor test to help determine whether a hospital could be held 
vicariously liable for the alleged acts of its independent contractor physicians. 
Specifically, the court in Gilbert opined that in order for a plaintiff to hold a hospital 
liable under the theory of “apparent agency,” a plaintiff must show that:

(1) The hospital, or its agent, acted in a manner that would lead a reasonable person to 
conclude that the individual who was alleged to be negligent was an employee or agent 
of the hospital; (2) where the acts of the agent create the appearance of authority, the 
plaintiff must also prove that the hospital had knowledge of and acquiesced in them; and 
(3) the plaintiff acted in reliance upon the conduct of the hospital or its agent, consistent 
with ordinary care and prudence.

Gilbert v. Sycamore Municipal Hospital at 525.

The Idaho Supreme Court reaffirmed the apparent authority theory in Navo v. 
Bingham Memorial Hospital [30]. In this case, Navo broke his ankle and had an 
initial surgical procedure at Bingham Memorial Hospital, and the ankle subse-
quently became infected; when Navo underwent a second surgery, he suffered an 
adverse reaction to the anesthesia and later died. The patient’s family brought suit 
against the hospital, alleging that the hospital was liable for both its own actions and 
the acts of the certified registered nurse anesthetist who provided the anesthesia. On 
the basis of several factors, including a hospital admission consent form that stated 
that anesthesia providers were independent contractors, and an anesthesia consent 
form explaining separate bills for hospital and anesthesia services, the trial court 
granted summary judgment to the hospital, finding that Navo had failed to ade-
quately plead a case of apparent authority. On appeal the court reversed finding that 
there were genuine issues of fact as to whether the conduct of Bingham Memorial 
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Hospital could have reasonably led Navo to believe that the CRNA was acting on 
the hospital’s behalf [31].

To prove a case of vicarious liability against a hospital, a plaintiff must prove that 
the employee or agent was either the hospital’s actual agent or apparent agent [32]. 
A hospital is not likely to liable for the acts of providers who provides medical care 
as an independent agent beyond the control of the hospital. However, the question 
of control, and this agency liability, is generally a question of fact; a court may 
decide the issue as a matter of law if only one conclusion may be drawn from the 
undisputed fact [33]. Courts will look at a variety of factors in making a determina-
tion as to whether or not there is apparent agency, giving rise to vicarious liability, 
in the case of negligence by independent contractor medical staff. The factors 
include:

• The hospital contract with the contractor to provide relevant services to hospital 
patients.

• The hospital controls or assigns the contractor.
• The hospital relies on the contractor to provide a key service as part of usual 

hospital’s services (anesthesiology, laboratory, radiology, and emergency 
medicine).

• The hospital represents to the public that the contractor was a manager of the 
clinical service line.

• The hospital advertisements “hold out” the services provided by the contractor as 
a “hospital service.”

• The hospital fails to disclose that a service is performed by independent 
contractors.

• The hospital’s consent forms did not identify the contractor as an independent 
contractor or expressly disclaim liability for the contractor’s services.

• The hospital’s logo or letterhead is displayed on consent forms and other docu-
ments used by the contractor.

• The hospital allows contractors to use hospital scrubs and name tags bearing the 
hospital’s name or logo.

Thus, apparent agency and apparent authority are legal theories by which courts 
may impose liability on a group, practice, or healthcare institution, as the employer 
of an independent contractor where the employer has acted in such a way as to “hold 
out” the independent contractor as its employee such that there is the reasonable 
belief that the independent contractor is actually the employee of the employer [34].

 Employee at Will

Employment relationships are presumed to be mutually “at-will” in all US states 
except Montana. At the present time, in contrast to all other US states, Montana only 
allows at-will termination of an employee while that employee is within an intro-
ductory, or probationary, period of employment. “At-will” termination otherwise 
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allows that in an employer-employee relationship, even where there may be a con-
tract or employment for a fixed term, either party can terminate the employment 
relationship at any time, for no reason, except an illegal reason, without incurring 
legal liability. In contracts, this is referred to as “termination without cause” and is 
generally subject only to the notice period outlined in the contract. It is important to 
note that “termination without cause” is an exercise of one’s statutory rights, either 
employer or employee, and is materially different from “termination for cause” 
which occurs within a disciplinary or contract breach situation and may lead to legal 
liabilities. The at-will presumption is a default rule which potentially may be modi-
fied by contract; for example, an employment contract may specify a specific term 
of employment absent a “without cause” or, it may be limited in its construction and 
specify only a “for cause” termination; although such contracts are exceedingly 
rare. Finally, “at-will” employment can be used by either employer or employee to 
terminate a poor relationship without escalation to legal controversy which may 
stem from a “for cause” termination of an employment contract.

The extension of the “at-will” doctrine of employment also allows an employer 
to change the terms of the employment relationship with little or no required reason 
or notice: including, for example, job duties, wages, certain benefits, or paid time 
off; however, such radical changes also are exceedingly rare because they are sub-
ject to federal and state employment laws.

 Brief Summary of Key Statutes and Laws Relating 
to Human Resources

 Title VII of the Civil Rights Act of 1964

Title VII of the Civil Rights Act of 1964 [35] and subsequent amendments, includ-
ing the Civil Rights Act of 1991, prohibits employers from discriminating against 
individuals on the basis of color, race, sex, religion, or national origin. The 1964 Act 
established the Equal Employment Opportunity Commission to enforce the act and 
provides for civil penalties in the event of discrimination [36]. Title VII applies only 
to businesses with 15 or more employees. Compliance with Title VII requires that 
businesses establish, implement, and document fair and nondiscriminatory prac-
tices with respect to interviews, hiring, training, pay, benefits, and termination in the 
course of human resources management. The Civil Rights Act of 1991 [37] and the 
Lily Ledbetter Fair Pay Act of 2009 [38] amended Title VII. In addition, Section 
102 of the Civil Rights Act [39] further amended Title VII to provide for the recov-
ery of compensatory and punitive damages in cases of intentional violations of Title 
VII, the Americans with Disabilities Act of 1990, and Section 501 of the 
Rehabilitation Act of 1973.
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 The Fair Labor Standard Act (FLSA) of 1938

The FLSA [40] is administered by the Department of Labor Wage and Hour 
Division. FLSA establishes the federal minimum wage, work hour and rest time, 
standards for overtime pay, and child labor and classifies employees as either exempt 
or non-exempt.

 The Family and Medical Leave Act (FMLA) of 1993

The FMLA [41] is administered by the Department of Labor. The FMLA only 
applied to companies which employ at least 50 employees within 75  miles but 
grants such employees who have worked a minimum of 1250 hours in the past year 
to take an unpaid, job-protected leave for family and medical reasons. During an 
FMLA leave, the employee remains entitled to group health insurance coverage. 
Eligible employees are entitled to (1) 12 workweeks of leave in a 12-month period 
for (a) the birth of a child and to care for the newborn child within 1 year of birth; 
(b) the placement with the employee of a child for adoption or foster care and to 
care for the newly placed child within 1 year of placement; (c) care for the employ-
ee’s spouse, child, or parent who has a serious health condition; (d) a serious health 
condition that makes the employee unable to perform the essential functions of his 
or her job; or (e) a qualifying exigency arising out of the fact that the employee’s 
spouse, son, daughter, or parent is a covered military member on “covered active 
duty.” Alternatively (“or”) eligible employees are entitled to 26 workweeks of mili-
tary caregiver leave during a single 12-month period to care for a covered service 
member with a serious injury or illness if the eligible employee is the service mem-
ber’s spouse, son, daughter, parent, or next of kin.

 The Americans with Disabilities Act of 1990

Four federal agencies share the responsibility for the administration and enforce-
ment of the ADA [42]. The EEOC enforces regulations when it comes to private 
employment. The ADA only applies to businesses which employ 15 or more 
employees. Title I of the ADA prohibits local governments, state governments, 
labor unions, employment agencies, and private employers from discriminating 
against individuals with disabilities who are qualified during hiring, job application 
procedures, advancement, firing, job training, compensation, and other privileges, 
terms, and conditions of employment. Title II of the ADA focuses on eliminating 
discrimination in the realm of local and state governments. This includes any ser-
vices, programs, and activities provided through these entities. Title III adds these 
standards to privately owned businesses and commercial facilities. This means the 
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standards for equal opportunities extend through education, public accommodation, 
and public transportation. The Title IV amendment of 2008 extended employee pro-
tections to digital communications, including closed captioning and guidelines for 
internet accessibility and other digital services. Title V is a blanket section that 
spans certain conditions and provisions on how ADA can be implemented.

 The Age Discrimination in Employment Act (ADEA)

The ADEA [43] prohibits employers from discriminating against individuals aged 
40 or older in wages, hiring, promotions, layoffs, benefits, terminations, and other 
terms or conditions when it comes to employment. The EEOC administers 
the ADEA.

 The Occupational Safety and Health Act (OSHA) of 1970

OSHA [44] established the Occupational Safety and Health Administration and 
mandates that employers provide a healthy and safe work environment for their 
workers. The primary goal of this law is to reduce workplace hazards and imple-
ment safety and health programs for both employers and their employees. OSHA 
conferred rights on employees including the right to (a) receive training and infor-
mation regarding workplace hazards and applicable OSHA standards and laws; (b) 
receive and review documentation on work-related illnesses and injuries at the job 
site; (c) submit complaints to OSHA in a confidential manner confidentially; (d) 
receive copies of any tests done to measure workplace hazards; and (e) nondiscrimi-
nation and protecting against retaliation for OSHA-related complaints or inquiries.

 The Patient Protection and Affordable Care Act (PPACA)

PPACA [45] establishes an employer and individual mandate that requires all 
employees to buy healthcare coverage and all employers who have at least 50 
employees to offer health insurance to their employees.

 The Employee Retirement Income Security Act (ERISA) of 1974

ERISA [46] built upon the foundations of the Labor Management Relations Act of 
1947 [47] (LMRA) which allowed, but did not require, labor and management to 
establish jointly administered health and welfare trusts, sometimes called 
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Taft- Hartley trusts [48]. ERISA provides for federal preemption of most state regu-
lations and regulatory powers as they relate to employee benefits [49]. ERISA not 
only preempts state laws that conflict with ERISA but also all state laws which 
“relate to” employee benefit plans. ERISA was enacted both to ensure the fiscal 
integrity of pension plans and to define the federal role in the regulation of private 
employment- based health benefit plans. ERISA is primarily concerned with report-
ing, disclosure, and fiduciary duties related to the establishment and administration 
of employee health benefit plans. There is also a large body of case law relating 
to ERISA.

In 1985, Congress amended ERISA and the Internal Revenue Code to allow 
qualified health plan participants and beneficiaries who would otherwise lose their 
benefits due to certain defined events to elect continued coverage, widely referred to 
as COBRA continuation coverage, or simply COBRA coverage, an abbreviation of 
the Consolidated Omnibus Reconciliation Act of 1985 [50]. COBRA coverage con-
tinuation requirements apply to employers with 20 or more employees

 The Equal Pay Act (EPA)

The EPA [51] prohibits wage discrimination between men and women based on sex 
when men and women perform equivalent jobs which require equal skill, at the 
same establishment, and under comparable working conditions. The EEOC admin-
isters the EPA.

 The Pregnancy Discrimination Act (PDA)

The PDA [52] is an amendment to Title VII of the Civil Rights Act of 1964 and 
prohibits employers from discriminating against employees who are pregnant or 
suffering from pregnancy-related conditions. Women affected by pregnancy or 
related conditions must be treated in the same manner as other applicants or employ-
ees who are similar in their ability or inability to work. The PDA applies to busi-
nesses with at least 15 employees. The EEOC administers the PDA.

 The Norris-Laguardia Act of 1932

The Norris-Laguardia Act [53] protects the rights of unions to organize and prohib-
its employers from forcing job applicants to promise not to join a union in exchange 
for employment. The Act also restricted the use of court injunctions in labor dis-
putes against strikes, picketing, and boycotts. The Act laid the foundation for an 
even more important labor bill, the National Labor Relations Act of 1935.
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 The National Labor Relations Act (NLRA) of 1935

The NLRA [54], previously known as the Wagner Act of 1935, expanded on the 
protections granted in the Norris-Laguardia Act and defines relations between man-
agement and unions. The NLRA defines and protects the rights of employers, 
employees, and labor unions; encourages collective bargaining; and eliminates 
unfair labor practices. The NLRA was subsequently modified through the Taft- 
Hartley Amendments of 1947 and the Landrum-Griffin Act of 1959 (Labor- 
Management Reporting and Disclosure Act (LMRDA)).

 Genetic Information Nondiscrimination Act (GINA) of 2000

GINA [55] protects Americans from discrimination based on their genetic informa-
tion in both health insurance (Title I) and employment (Title II). Title I amends the 
Employee Retirement Income Security Act of 1974 (ERISA), the Public Health 
Service Act (PHSA), and the Internal Revenue Code (IRC), through the Health 
Insurance Portability and Accountability Act of 1996 (HIPAA), as well as the Social 
Security Act, to prohibit health insurers from engaging in genetic discrimination. 
Title II of GINA is implemented by the Equal Employment Opportunity Commission 
(EEOC) and prevents employers from using genetic information in employment 
decisions and prevents employers from requesting and requiring genetic informa-
tion from employees or those applying for jobs.

 Summary and Conclusions

Employment, human resources, and labor laws are highly specialized areas of law 
which are likely to impact both healthcare practices and also providers and staff. 
The multitude of federal and state regulations and laws which impact employment 
can potentially incur significant liability for the underprepared. As with all other 
areas of law, expert legal advice is advised before, during, and after any potential 
actions involving worker relations.
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Chapter 25
Anatomy of Healthcare Contracts: Pitfalls 
and Avoidance of Liability

James E. Szalados

 Introduction

Generally defined, a contract is an enforceable agreement. The lives of profession-
als and the day-to-day affairs of professional entities are closely governed by con-
tracts. Some contracts are obvious, such as a contract of employment. However, 
many contracts are more subtle and can become a source of liability even if we do 
not perceive them as contracts, for example, medical staff bylaws, the rules and 
regulations of a medical staff, shareholder or partnership agreements, software user 
agreements, insurance policies, leases, operating agreements, managed care pro-
vider agreements, licensing agreements, mortgages, informed consent documents, 
codes of conduct, and other “agreements” (Table 25.1). Thus, not all contracts are 
obvious or are labelled as contracts; on the other hand, not every document labelled 
as a “contract” truly represents a legally binding contract. Sometimes, one encoun-
ters a document for which its title or nomenclature either does not identify it as 
contract or may only implicitly imply that it is a contract. A very general introduc-
tory rule is that where a document specifies (1) parties who (2) each agree to per-
form some service or provide some compensation and where (3) failure to perform 
as agreed has legal consequences will likely represent a contract.

Contracts are legal documents. The fundamental purpose of a contract is to for-
mally define obligations in a legally binding way; but a more implicit and equally 
important function of a contract is to shift risk between parties. Similar to insurance 
(see Chap. 10), contracts are used to manage risk and are frequently used to shift 
risks, between parties in a transaction. Parties to a contract will shift as much risk as 
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Table 25.1 A general 
sampling of types of 
contracts

Acquisition agreements
Ambulatory surgery center agreements
Ancillary service agreements
Billing and collection services agreements
Business associate agreements
Call coverage agreements
Clinical trial agreements
Code of conduct
Corporate, LLC, and shareholder agreements
Compliance agreements
Employee handbook
Employment agreements (contracts)
Equipment leases
Group purchasing organization agreements
Group-provider contracts
Harassment (and sexual harassment) policy
Healthcare technology agreements
Hospital service management agreements
Hospital-based provider contracts
IDTF (independent diagnostic testing facility)/
supervision agreements
IPA (independent physician association) agreements
Joint venture agreements
Locums tenens agreements
Medical directorship agreements
Medical office and facility leases
Medical staff bylaws
Merger agreements
Military service agreements
Office sharing agreements
Pharmacy services agreements
Physician recruitment and retention agreements
Practice management agreements
Relocation agreements
Residency or postgraduate training program agreements
Rules and regulations (department or institution)
Service line management agreements
Visa sponsorship agreements

possible onto the other party, to minimize their own potential liabilities and to maxi-
mize their own benefits, with the least attendant risk. Thus, in any contract, there are 
both mutual obligations, and duties, and there should be mutual benefits. Attorneys 
are retained to (1) identify risks and benefits that should be managed through con-
tract; (2) develop or write a new contract; (2) review a proposed contract document 
for the purpose of mapping and counselling a party about real and potential risks 

J. E. Szalados



515

and benefits; (3) negotiate changes in a proposed contract to shift or more reason-
ably allocate risk between parties; (4) renegotiate existing contracts to more favor-
ably allocate the risks, obligations, or benefits; (5) litigate breaches, or perceived 
breaches of contract; and (6) negotiate potential impeding beaches of contract. 
More often than not, if there is a sense that a private or business deal should, or even 
could, be memorialized in the form of a contract, then consultation with an attorney 
is advised. The world has changed much since the days when contracts were bind-
ing on a nod and a handshake. The importance of a written memorialization of the 
exact terms of an agreement cannot be overemphasized.

Attorneys involved in contract law may have either a transactional or litigator 
focus, although some attorneys may work in dual roles. Transactional attorneys will 
focus primarily on the focus on the business issues and the legal issues arising 
through the course of business dealings (“the deal”); the focus of a transactional 
attorney is the drafting, structuring, reviewing, and negotiating contract provisions, 
with a focus on avoiding future litigation. Many transactional attorneys are overly 
optimistic about completing the deal. On the other hand, the mindset of a good 
transactional attorney is that of a litigator who sees the “glass as half empty” and is 
focused on the “what if’s” such as hidden risks and liabilities within a deal and the 
associated contract. Transactional attorneys tend to focus on contract construction, 
whereas litigating attorneys tend to focus on issues of interpretation and how the 
contract may or may not withstand challenges relating to the interpretation, or per-
ceptions, of the parties, in the event of dispute.

It is an often overlooked tenet that the terms of contract matter most when the 
relationship between the parties turns contentious and the potential for dispute or 
litigation arises. Contracts should be analyzed at the onset for those terms and con-
ditions which could become unfavorable in the event of contract breach or termina-
tion. Providers frequently sign contracts with a focus on the compensation and the 
perks but neglect to consider the implications of clauses which contain at will ter-
mination, indemnification, or non-compete clauses; and they often fail to recognize 
that important benefits and partnership clauses are lacking.

The terms and clauses that are included in a contract are extremely important; 
however, equally important to a successful relationship are the potential terms and 
clauses which are not, but could or should be, included so as to protect a party from 
future liability. In some instances, missing terms may and can be supplied by a court 
if they are either consistent with parties’ intentions or if they are statutorily or 
legally required; however, important missing terms can have serious ramifications. 
The importance of reviewing any and all potential agreements with an attorney who 
has experience in contract and/or healthcare law cannot be underscored. In the event 
of untimely termination or breach, contract litigation can be very costly.

The laws of contracts are governed by the laws of each state, and therefore there 
is some variation in the way that contract law is defined, interpreted, enforced 
between the various states. However, to a large extent, contract law is generally 
uniform among the states. Within the USA, 49 states are common law jurisdictions; 
the exception is Louisiana which is a civil law jurisdiction which is based in civil 
law derived from Napoleonic Code. The fundamental difference is that in common 
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law jurisdictions, the emphasis is upon case law in the form of precedent and pub-
lished judicial opinions, whereas in civil law jurisdictions systems, the emphasis is 
upon legislatively defined, or codified, statutes. Nonetheless, because of subtle dif-
ferences in the laws of contracts between the states, contracts contain a “choice of 
law” or “governing law” clause, or provision, through which the parties agree at the 
outset, regarding the particular state in which disagreements will be litigated.

The law governing commercial transactions such as the sale of goods is largely 
governed by the Uniform Commercial Code (UCC) which is a federal construct 
intended primarily to harmonize the contract laws of the various states and thereby 
facilitate interstate commerce; with few exceptions, it will not be in detail covered 
in this chapter.

In general, there are two main types of contracts relevant to healthcare providers:

 1. Contracts between the provider and his/her employer
 2. Contracts between the provider, the group, and third parties

Although the language and the clauses of healthcare contracts may be similar, the 
party writing the contract will generally have both tactical and strategic advantage. 
The focus here will necessarily be on contract between providers and groups; how-
ever, many of the clauses are applicable to other forms of healthcare contracting.

 The Language of Contracts

Attorneys will draft contracts using words and language that best describes the 
intentions of the party drafting the contract. The language should be as specific as 
possible, but not so specific as to make the completion of the contract impossible. 
The language should also be concise and clear, since overly verbose contracts can 
be difficult to follow; and they may contain difficult to identify contradictions. The 
language should be used to effectively communicate the needs and intentions of the 
parties between themselves.

Legal documents, such as contracts, have traditionally been written in “legal-
ese” – using words and phrases that are at best poorly understood and ambiguous to 
a layperson. Terms that appear as plain English may have a more specific or differ-
ent meaning when they appear within a contract clause. Such plain English terms 
that have important legal ramifications are referred to as “legal terms of art.” “Legal 
terms of art” are sometimes referred to as “magic words” by lawyers. Since con-
tracts reflect the innate complexities of the specific transactions they address, spe-
cialized legal terminology is often used by attorneys to most efficiently express the 
intentions of the parties. However, for laypersons, “terms of art” are sometimes 
viewed as adding unavoidable complexity to the interpretation of the contract. 
Increasingly, “terms of art” are being replaced by plain language in contracts and 
other legal documents.

The party (“offeror”) who writes the contract has an inherent strategic advantage 
because they have “set the stage” for further negotiating; they have done so to put 
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themselves in their most favored position at the outset. The party (“offeree”) who 
receives the contract is then out in a position to decide whether to accept clauses as 
they are written, to challenge clauses, or even to rewrite elements of the contract in 
a more favorable fashion.

Therefore, contract language exists at two levels: (1) rules of contract construc-
tion and (2) rules of interpretation [1]. The rules of contract construction necessarily 
incorporate various types of meaning, including plain meaning, ordinary use mean-
ing, subjective meaning, objective meaning, purpose, belief, and intent. Rules of 
contract construction can effect both the intended and unintended legal conse-
quences of a contract. For example, preamble clauses and/or associated recitals may 
be used to define the intent of the parties and also define meanings of other clauses 
within the contract. Also, under a presumption of negative implication, where one 
thing is clearly expressed, the expression of one thing generally implies the exclu-
sion of others (expressio unius est exclusio alterius). Punctuation within a clause 
may also not be arbitrary, and the type and placing of punctuation may also be used 
as an indicator of intended meaning. Within the body of a contract, where a conflict 
arises between general and specific provision, the specific provision is generally 
given greater weight and therefore usually controls (generalia specialibus non dero-
gant). Terms should be clearly defined, within the contract, if possible; where terms 
generate ambiguity, if litigated, evidence of customary usage and practices specific 
to a business or industry can be introduced during litigation to define the unex-
plained or ambiguous term [2].

With respect to contract interpretation, the overarching issue is to ascertain and 
“give effect to the expressed intentions of the parties” [3] at the time that the con-
tract was drafted and signed. Ambiguity arises when a term, provision, or clause in 
a contract can reasonably be interpreted in more than one way. Thus, “contract 
language is not ambiguous merely because the parties dispute what it means. To be 
ambiguous, a disputed contract term must be fairly or reasonably susceptible to 
more than one meaning” [4]. The determination of whether a contract or provision 
is ambiguous is a determination of law for the court to make on a case-by-case 
basis; therefore, ambiguity can be a source of unpredictability and should be avoided 
if possible; “No ambiguity exists where the contract language has ‘a definite and 
precise meaning, unattended by danger of misconception in the purport of the [con-
tract] itself, and concerning which there is no reasonable basis for a difference of 
opinion” [5]. Finally, contracts are expected to be construed in a commercially rea-
sonable manner; courts should not interpret a contract in a way that would be “com-
mercially unreasonable, or contrary to the reasonable expectations of the parties” [6].

Thus the choice of words, the terms and clauses, and the structure of language 
within a contract is extremely important; however, equally important to a successful 
relationship are the potential terms and clauses which are not, but could or should 
be, included so as to protect a party from future liability. In some jurisdictions, 
terms and conditions, which are not written into a contract, but are legislatively or 
statutorily required, may be operative and binding; generally these statutory condi-
tions may be known to the attorneys but not a layperson reading a contract. Thus, 
where a statute regulates the content of a specific type of contract, the statutory 
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requirements may be legally considered to be integral to the contract, such as a gap- 
filling function, even if they are not written into the body of the contract. Where 
provisions of a contract run contrary to statute, such provisions may be considered 
void or nonbinding. Contracts also contain words such as “must,” “shall,” or 
“should.” Mandatory words impose a duty, whereas permissive words allow for 
discretion.

“Boilerplate provisions” are often trivialized and overlooked since they fre-
quently seem to recite the obvious. These clauses may appear generic and superfi-
cially identical to similar clauses in other contracts one has looked at; sometimes the 
clauses are in fact identical to those in other contracts, and sometimes they are only 
similar. Thus, a superficial reading, even by those experienced in contract law, can 
result in an erroneous interpretation. Boilerplate provisions are actually substantive 
portions of a contract which deserve close attention to their details since they may 
incur hidden liability. Experienced attorneys will read, and then reread, contracts 
both word-by-word and sentence-by-sentence to find the inherent meaning and the 
inherent risks within each covenant.

During contract negotiations, words or clauses may be altered to incorporate the 
needs of a party, usually the offeree. Versions of a contract sometimes include addi-
tional details or omit some details previously present. During negotiations, each 
contract should be compared side-by-side to all prior versions to assure that impor-
tant details have not been altered, added, or omitted. Tracking functions in word- 
processing programs are helpful, but there is no substitute for a careful legal review.

Not only must the language within the contract but also the legal and regulatory 
contexts be considered in contract drafting, interpretation, and enforcement. Where 
certain statutes exists and are legally in force at the time a contract is formed, the 
contract is deemed to incorporate such statutes, even if the law is later changed. 
Legally imposed rules in contracts include mandatory rules and default rules. A 
mandatory rule involves legally binding rules which apply regardless of the wording 
of the contract; such rules include legally defined defenses to contract formation or 
statutorily mandated provisions such as minimum wage, good faith, public policy, 
civil rights provisions, or medical leave provisions. A default rule becomes opera-
tive unless the contract explicitly states otherwise, such as implied warranties or 
rules governing the calculation of damages for breach of contract.

 The Elements of a Contract

To be valid, a contract must generally contain all of the following elements: (a) 
offer; (b) consideration; and (c) acceptance; in addition, there must be no valid 
defenses to contract formation. One of the threshold issues in contract litigation is 
often the question of whether a valid and enforceable (prima facie) contract actually 
was formed. In order to litigate or challenge the existence of the contract, one party 
must provide evidence that one or more elements required for contract formation 
was not met. Litigation regarding contracts must commence within the applicable 
statute of limitations, as defined by state law.
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An offer is an expression, by an offeror, of a willingness to enter into a contract 
on specified terms. In a contract, at least one of the parties must promise either to 
perform, or refrain from performing, some specified action in the future. Offers 
must be specific and communicate its terms with sufficient definiteness and cer-
tainty to form the basis for a contract. Offers must be firm, not ambiguous, or vague.

Consideration does not pertain to a process of deliberation or reflection per se, 
although a careful weighing of the implications of the contract is important and bet-
ter discussed as a “meeting of minds” under “acceptance” or as potential defenses 
to contract formation. Rather, the legal definition of “consideration” as it pertains to 
contracts refers to something of value promised in exchange for the specified action 
or non-action. Consideration is the thing of value which induces parties to enter into 
a contract. Consideration can take the form of money or effort, a promise to perform 
some service, an agreement not to do something, or reliance on another’s promise. 
The existence of consideration distinguishes a contract from a gift. There is also no 
consideration where one performs a voluntary act or completes a pre-existing 
obligation.

Acceptance by the offeree refers to an absolute unconditional agreement to each 
and every term contained within the offer. Acceptance of an offer presupposes a 
“meeting of the minds” between the parties so that each party understands what is 
being offered and what is being accepted. The “meeting of minds” is sometimes 
referred to as a “mutuality” of agreement, wherein the parties affirm, through accep-
tance, that they understood and agreed to the basic substance and terms of the con-
tract. The acceptance must be unambiguous, affirmative, and communicated to the 
offeror within the parameters outlined by the offeror; such parameters include the 
form of the response and the time limits required for the response. Acceptance may 
be expressed through words, deeds, or performance. The acceptance of various 
forms and levels of risk is one of the most important analyses which will determine 
the progress of negotiations and whether a final contract will ever be agreed upon.

The “mailbox rule” is a default rule of law that establishes precisely when an 
acceptance affects a legal change in status. A mailed acceptance is deemed to be 
effective at the time that it is relinquished from the offeree’s possession, even with-
out regard to whether it ever reaches the offeror. The rule, however, is only opera-
tional as long as the offer does not stipulate or provide otherwise; the offeror can 
stipulate, for example, that an acceptance shall be effective only upon receipt; and 
the offeror can also stipulate that alternate modes of delivery, such as email or fax, 
are valid methods of acceptance.

 Defenses to Contract Formation

A well-written and duly executed contract that otherwise meets all the requisite ele-
ments for a contract may still be deemed unenforceable by the courts if a party 
raises and can prove one or more of the six defenses to contract formation. The 
defenses to contract formation are (1) incapacity (a promisor lacks mental capac-
ity); (2) operation of the statute of frauds; (3) illegality; (4) mutual mistake; (5) 
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duress; and (6) unconscionability. Where a valid defense is raised, a court deems the 
contract unenforceable or may declare the contract canceled, revoked, or voided. If 
a defense is raised, the contract is potentially voidable, but not automatically void. 
A voided contract effectively declares a contract to have never been formed.

Capacity to contract can be affected by age, mental illness, intoxication, and intel-
lectual challenge. In order for a person to enter into a contract, it must be shown that 
the contractor has the ability to understand not only the nature and quality of the 
transaction [7] but also its significance and consequences. The importance of the 
capacity requirement rests in the obligation of legal system to protect those who would 
potentially be unfairly taken advantage of. Minors who enter into contracts form void-
able contracts [8]; contracts are voidable if the minor disaffirms, or requests, the con-
tract voided. However, minors who contract for necessities, such as general goods or 
services necessary for subsistence, healthcare, basic comfort, or education, 
may be legally deemed to have a limited circumstantial capacity to contract.

The “statute of frauds” is a general rule of law, which may vary by state or juris-
diction, which requires that some types of contracts be written (and not based in oral 
or verbal agreement alone) and that the contract be signed by all parties to an agree-
ment. The statute of frauds requires that the agreement must (a) be in written form; 
(b) reasonably identify the subject matter of the contact; (c) provide the essential 
terms of the agreement (such as term, quantity, or price); and (d) bear the signature 
of both parties. The statute of frauds is operable primarily in contracts (i) of mar-
riage and prenuptial agreements, (ii) which cannot be performed within 1 year, (iii) 
for the transfer of an interest in land, (iv) by the executor of a will to pay a debt of 
the estate with his own money, (v) for the sale of goods totaling $500.00 or more, 
and (vi) where one becomes a guarantor for another’s debt or other obligation.

Contracts are only enforceable when they are legal; contracts for matters that are 
illegal are not enforceable. For example, a contract for the sale of illegal goods is not 
a valid contract; a contract for the performance of an act that is illegal (a crime) will 
not be enforced by the courts. In some instances, the subject matter of a contract 
may not be illegal per se; however, its performance as specified may be detrimental 
to public interest, welfare, or safety [9]. In the case of matters contrary to public 
interests, courts may dtermine that a contract is contrary to public policy and deem 
such contracts to be either void or voidable [10].

Duress occurs when an individual is threatened or coerced into signing the con-
tract and therefore his bargain is not made willingly. Freedom to contract includes 
the freedom to not contract. The unconscionability defense may be upheld where a 
court finds that the substantive terms of a contract are unfair, one sided, or oppres-
sive through a gross inequality of bargaining power.

 Preliminary Negotiations

Preliminary negotiations can pose significant risk to parties in the law of contracts. 
Potential offerors must be careful to avoid terminology presented in such clear and 
definite terms so as to create the power of acceptance in the potential offeree. On the 
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other hand, potential offerees must be careful so as to not misinterpret a preliminary 
negotiation as an offer (or conversely, to overlook an actual offer within a perceived 
letter of intent).

One common example of preliminary negotiation is the “letter of intent” (also 
referred to as an “intent to negotiate” or a “memorandum of understanding” or 
“memorandum of agreement”); other important examples include invitations to 
deal, estimates, oral agreement on terms to be reduced to writing, and agreements 
with one or more terms left open.

Letters of intent are generally used to signal parties’ agreement to the basic ele-
ments of ongoing discussions and negotiations with the intention of later coming to 
an agreement to contract. Letters of intent are even sometimes accompanied by a 
confidentiality agreement. In furtherance of commercial transactions, letters of 
intent serve important business purposes: (1) a commitment to commence more 
serious negotiations to complete a business transaction; (2) a commitment to a time-
line of negotiations which may include an opportunity or deadline within which a 
deal must be closed; (3) an understanding that parties will incur effort and costs 
associated with due diligence such as consultation with an accountant, consultant, 
and/or attorney; (4) to estimate the opportunities, expenses, and risks associated 
with the future potential contract; and (5) to design, negotiate, or determine the 
optimal formal terms and conditions which would facilitate mutual acceptance [11].

Confidentiality agreements do not preclude legal counsel, unless for some reason 
it is specifically prohibited. Legal representation during all phases of contract nego-
tiation is not only prudent but is generally expected. Disclosure that an attorney has 
been retained to review a contract should not be seen as adversarial; rather, it should 
be perceived by both sides as prudent practice. Attorney-client privilege is generally 
deemed to attach to the contract review, the contents of the contract, and negotia-
tions or correspondence involved in the contracting process. The holder of the privi-
lege is the client.

Some letters of intent emphatically state that that they are not formal agreements, 
some do not. Legal issues arise when letters of intent are misconstrued to represent 
offers to contract or are not recognized to be actual offers. Enforceability is only an 
issue when one party insists it didn’t intend to be bound. Depending on the situa-
tion, the presentation, the terms, and the stipulations, some letters of intent may 
actually represent enforceable contracts whereas some may not. Parties may rely on 
letters of intent and incur financial liabilities or hardship in situations where there 
was not contract; the issue will then center on whether or not such reliance was in 
fact justified. For example, a provider responds to an advertisement and is interested 
in the job, and after an interview, he or she receives a letter of intent and perceives 
it to be a contract; soon thereafter he or she arranges to relocate believing that he or 
she has been hired, enters into a lease or buys a home, and then learns that the letter 
of intent represented not a final contract but only an invitation to negotiate which 
later fails to materialize.

In the event that a letter of intent is deemed to be a binding contract by a court, 
then the parties are faced with the difficult situation of a contract which contains 
general terms but lacks specific terms; the parties are then left to work out the details 
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in an already contentious relationship. The timely involvement of legal counsel can 
potentially help avoid problems with letters of intent.

 A General Overview of Contract Clauses

 General Contract Clauses

A contract may be entitled either a “contract” or an “agreement,” but if it meets the 
legal form and content requirements, as outlined above, it is likely a contract. The 
parties to a contract are referred to by name and often by address; the names and 
addresses as they were at the time of signing should be verified correct. Where there 
are multiple named parties, one should verify the nature of the promises, and there-
fore the obligations, owed to each named party.

There is usually a “contract date” which is contained within the opening sen-
tences of a contract, although this date is not legally required to be within a contract. 
In general, the contract date should reflect the date that the last party signed the 
contract; however, the contract date in the first paragraph may not be reliable since 
it may predate further negotiations and subsequent alterations.

 Employee or Independent Contractor

The contract should clearly identify the status of the parties; in general, the distinc-
tion will be whether the relationship is that of “employee” or “independent contrac-
tor” either status confers potential risks and benefits, but the relationship should be 
clear at the time of contracting. Furthermore, it is important that the nature of the 
relationship adheres to the nomenclature used; a party identified as an employee but 
treated as an independent contractor will likely be treated as an independent con-
tractor under the law. Thus, written language within the contract stating the worker 
is an “independent contractor” is not in itself determinative. The cost of employing 
an independent contract contractor is lower since expenses such as overtime and 
minimum wage payments; benefits such as health insurance premiums, retirement 
benefits, vacation, holiday, and sick pay; workers’ compensation insurance; and 
employer’s shares for social security (FICA) and Medicare taxes and for Federal 
and state unemployment compensation taxes (FUTA and SUTA) can potentially be 
eliminated. The penalties for misclassification of workers can be severe [12] and 
attach primarily to the employer, although the employee can be liable for unpaid 
taxes [13]. Independent contractors generally assume expenses and liabilities which 
would ordinarily be the responsibility of the employer.

In a very general sense, an independent contractor is self-employed and contracts 
to provide services. The IRS uses a number of general and specific criteria to 
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distinguish between employees and independent contractors and uses a variety of 
tests such as the common law 20-factor test or the IRS 3-factor test. In general, the 
nature of the employment relationship will hinge upon issues such as (a) behavioral 
control, relating to the degree of control that the employer has on the way the work 
is done; (b) financial control, relating to pay and reimbursement for expenses; and 
(c) relationship control, as based within the entire relationship context.

The issue of employee versus independent contractor frequently arises in locums, 
medical director relationships, or part-time employment.

 The Contract Term and Termination Clauses

The term in the contract is usually defined; there are associated dates. The contract 
is binding as of the date that it is executed (“date of execution”). The date of contract 
execution appears next to, underneath, or otherwise in proximity to a signature and 
should always reflect the date on which that party signed the document. The signors 
to a contract may not all sign on the same date; the date of execution reflects the date 
on which the last signor signed the contract.

The “effective date” of the contract is the future date at which the relationship 
will start. In general, the effective date is the day on which obligations and liabilities 
related to the employment will begin. The effective date is a date upon which the 
parties have promised each other to begin a legal relationship, even if that date is in 
the future. However, once a contract is signed, the parties can be expected to reason-
ably rely on expectation that obligations and liabilities will actually begin as of the 
effective date. If a party fails to begin its performance as of the effective date, that 
party will be in breach.

In some circumstances, a contract may be written to enforce backdated rights 
relating back to a relationship that pre-existed the writing or execution of a contract. 
The backdated contract can require the parties to behave as if the contract had been 
in force since the earlier effective date. The practice of backdating should be 
reserved for rare circumstances, for example, situations in which the parties had 
already behaved as though the contract had been in existence; there is mutual agree-
ment regarding ongoing fulfillment of all the existing contractual terms. In effect, a 
backdated contract should generally be reserved for situations where an oral con-
tract was made, the lawful performance under the contract had begun for both par-
ties, and the written document was being prepared to memorialize the contract 
terms. A contract should never be backdated in order to avoid taxes or other 
obligations.

The term of a contract defines how long the contract, as written, is intended to 
remain in force. Since courts mostly do not honor perpetual contracts, all contracts 
indicate the duration, or term, of the contract. The term of a contract of employment 
is usually for 1, 2, or 3 years at the onset, with one various possible provisions for 
renewal or renegotiation.
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Contracts often renew through an “evergreen clause” which, in general, will state 
that the contract or agreement “shall renew automatically for successive terms of 
one (1) year, unless either party provides written notice to the other of its intent to 
not renew or terminate the agreement not less than thirty (30) days before the end of 
the existing term.” Evergreen terms must be careful to stipulate another fixed term 
of renewal in order to avoid being construed as a perpetual contract. Evergreen 
clauses provide a sense of security to the employee or contractor; and since contract 
renegotiation can be time-consuming and costly, especially where the number of 
employees is large, automatic renewal can be cost-effective. On the other hand, new 
hires, especially providers, are relatively unknown with respect to potential ability 
and performance. Providers may be in a better negotiating position after they have 
built a track record and reputation; therefore, in some instances, contract renegotia-
tion can be highly beneficial to the provider.

Termination clauses allow parties to terminate a contract. There are two types of 
termination clauses in contracts: (1) “for cause” and (2) “without cause” or “not-for- 
cause.” “For cause” termination occurs in the event that one party cannot fulfill its 
obligations under the contract. Examples of “for cause” termination in provider con-
tracts may include loss of license or other mandatory credentials but may also include 
more vaguely worded transgressions such as “attitude,” “unprofessional behavior,” 
or “activities in adverse interest to the employer.” Where possible, vague transgres-
sions should be clearly defined or removed from a contract. Violations for which a 
contract may be terminated “for cause” are often accompanied by “cure” provisions 
where a transgression can be corrected or “cured” within a period of time to avoid 
termination. A “cure provision” requires one party to provide the other with written 
notice of any deficiency or potential breach and delineates a period of time (usually 
10–30 days) to remedy the breach and ensure continuity of the relationship.

Termination “without cause” clauses generally allow either the employer or the 
employee to terminate the contract for no reason at all, without penalty, if timely 
noticed. Contracts will generally provide for a “without cause” termination of the 
contract by either party as long as that party provides the other with a 30-day, 
60-day, or 90-day notice, delivered in accordance with the rules specified within the 
contract. The “without cause” provision allows either party to exit an undesirable 
relationship. On the other hand, a “without cause” termination provision will effec-
tively transform a contract into a 30-day, 60-day, or 90-day contract, regardless of 
the stated “term” of the contract as discussed above. Termination without cause is 
especially dangerous because it means that the contract can be terminated by either 
party on a whim, without recourse.

 Noncompete Agreements

Few provisions within provider contracts are as commonly overlooked, or as often 
enforced, as are postemployment “restrictive covenants” or “covenants not-to- 
compete.” In general, these clauses should be viewed as enforceable and binding in 
almost every jurisdiction. Noncompete covenant serves an important purpose for 
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hospitals and group practices by disincentivizing or prohibiting newly hired provid-
ers from locally establishing themselves at the practice’s expense and then leaving 
the practice and establishing a competing practice.

An example of a restrictive covenant would read: “should the Agreement be ter-
minated between employer and employee, the employee will not work within a 
twenty-five (25) air miles of any of the employer’s offices for a period of two (2) 
years following the termination date of the employment.” The area represented by 
the noncompete clause is sometimes referred to as a “restricted area.” In such a case, 
especially if the employer has multiple offices in various locations within the com-
munity, the geographic area involved in the restrictive covenant may encompass the 
entire city or even county. The scope of some restrictive covenant applies not only 
to the practice of the employees specialty or profession but may also include teach-
ing, administrative activity, or consulting activities, for example.

Some restrictive covenants or noncompetition clauses may also apply during the 
period of employment. Such clauses prohibit moonlighting at other institutions in 
furtherance of organizational loyalty. An example of such a clause might read as 
“employee shall devote his or her entire and exclusive professional time and efforts 
to the organization and shall not engage in any outside activities ….” For profes-
sionals, external activities may be important for both personal and group reputation 
and may be compensated through bonuses and/or honoraria. The employment 
agreement should specify whether or not such activities are permitted, if so what 
types of activities are permitted, and specify how such income is to be treated (as 
compensation paid directly to the individual or more treated as group income). 
Similarly, how discoveries, publications, or patents are treated should be also be 
addressed in contracts since if a professional does develop an idea of value while 
employed, the issues of future ownership claims for patents or royalties are likely to 
be contentious if not addressed in advance.

Although, depending on specific circumstances, some exceptions and defenses 
have been successfully used to defeat or prevent the enforcement of a restrictive 
covenant, such litigation is costly and often occurs while the provider is restricted 
from practicing through temporary injunction. In some situations, the contract will 
define “liquidated damages” which actually represents the price demanded by the 
practice for a practitioner’s violation of the covenant. Although it is the practice’s 
best interest to make the covenant as broad and restrictive as possible, practitioners 
would be better off if the covenant is removed or reduced to the extent possible. In 
addition, providers should negotiate so that restrictive covenants are only unilateral; 
thus, the covenant would apply only if the provider terminates the contract and, 
more importantly, does not apply if the employer terminates the contract.

 Indemnification Clauses

Indemnification is a contractual term of art which prospectively allocates liability or 
financial compensation in the event of an act or omission. Indemnification is also 
referred to as a “hold harmless” clause. Indemnification is a clear example of how 
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contracts can be used to shift risk and liability. To be held “harmless” means to be 
freed from potential blame or liability. When coupled with an agreement to defend, 
the indemnifier is agreeing to pay the other party’s legal expenses as it defends a 
claim made by a third party.

Indemnification provisions are generally heavily negotiated and also frequently 
litigated contract clauses. Indemnification can be unilateral, in which case one party 
indemnified the other, or bilateral where both parties mutually indemnify each 
other. Unilateral indemnification provisions oblige one party to indemnify the other 
without reciprocation. Equally mutual or bilateral indemnification provisions oblige 
each party indemnifies the other to an equal extent. Unequally mutual or bilateral 
indemnification provisions oblige each party to indemnify the other; however, in 
this case the scope or substance of the indemnification obligations will be different. 
The concept of contractual indemnification can be intuitively difficult, and therefore 
indemnification clauses are often poorly constructed and do not reflect the actual 
intentions of the parties at the time of contract formation.

An example of a bilateral indemnification clause could read: “Each party agrees 
to indemnify, defend, and hold harmless the other party from and against any loss, 
cost, or damage of any kind (including reasonable attorneys’ fees) as arising out of 
its breach of this Agreement and/or its negligence or willful misconduct.”

An example of a unilateral indemnification clause might read: “Party A agrees to 
defend, indemnify, and hold harmless Party B from and against any loss, cost, or 
damage of any kind (including reasonable attorneys’ fees) as arising out of its 
breach of this Agreement and/or its negligence or willful misconduct.”

In a healthcare contract, the contractual risk stems from the fact that in the ordi-
nary course of clinical activities, such indemnification clauses can result in one-way 
indemnification whereby providers agree to protect their employers, groups, or their 
hospitals from joint liability claims. For example, if a patient files a medical mal-
practice case against the physician, wherein the plaintiff alleges vicarious liability 
against the hospital, and the physician has agreed to indemnify the hospital, he or 
she can be liable for the hospital’s attorney fees, court costs, and even and settle-
ment or verdict entered against the hospital. Clauses may sometimes set limits on 
the costs of defense for indemnification claims.

Form providers, an additional area of risk, stems from a lack of coverage for 
indemnification agreements within professional liability or malpractice insurance 
policies; thus, fully allocating risk for joint liability onto a provider.

Optimally, when agreeing to indemnify, the extent of indemnification should be 
narrowly limited to one’s own mistakes or misconduct. Wording is extremely impor-
tant here such that the term “to the extent arising out of” better limits liability than 
the slightly differently worded term “in any way arising out of or related to.” 
Similarly, the wording of an agreement to defend is important since agreeing to 
defend “all reasonable claims” is narrower and may limit liability to a greater extent 
than an agreement to defend against “all claims.” Another issue is the limitation of 
the duration of effect of the indemnification clause; the duration may be limited to 
the term of the contract, the applicable statute of limitations, or other reasonable 
term depending on circumstances.
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 Non-solicitation or Noninterference Covenants

Non-solicitation covenants prohibit employees from soliciting clients or employees 
of the employer during a specified period of time. Non-solicitation clauses are often 
cross-referenced with clauses addressing intellectual property.

A sample non-solicitation clause may read: “During the Term of this Agreement 
and for a period of two (2) years thereafter, the employee will not, directly or indi-
rectly, in any capacity, or permit any other person to do so on the employee’s behalf, 
(i) solicit or attempt to solicit any person who has been or is a client of Employer or 
its Affiliates; (ii) solicit, hire, or attempt to solicit or hire, any employee of Employer 
or its Affiliates; (iii) copy or take patient files or address lists; or (iv) interfere with 
or attempt to disrupt the relationship, contractual or otherwise of Employer or its 
Affiliates with any client employee, independent contractor, or third party.”

Non-solicitation provisions usually apply for the same duration of time as do 
restrictive covenants and may also be accompanied by liquidated damages clauses. 
Furthermore, in addition to triggering a breach of contract, violation of non- 
solicitation clauses may also trigger causes of action under “tortious interference 
with contract.”

 Entire Agreement Clauses and the Parol Evidence Rule

“Entire agreement” (or “merger”) clauses are used to put both parties on notice that 
the content of contemporaneous or prior, oral or written, inducements, discussions, 
negotiations, or correspondence in any form are formally deemed not part of the 
final agreement unless specifically included within the final draft. “Entire agree-
ment” clauses have the effect of excluding or limiting liabilities, subject of course 
to liabilities which are not specifically referred to but nonetheless imposed under 
law [see above].

An example of an “entire agreement” clause might read as: “This Agreement 
contains the entire agreement and understanding among the parties hereto with 
respect to the subject matter hereof and supersedes all prior and contemporaneous 
agreements, understandings, inducements, and conditions, express or implied, oral 
or written, of any nature whatsoever with respect to the subject matter hereof.”

The entire agreement clause is related to the “parol evidence rule.” The “parol 
evidence rule” prevents the introduction of evidence of prior or contemporaneous 
negotiations and agreements that contradict, modify, or vary the contractual terms 
of a written contract when the written contract is intended to be a complete and 
final expression of the parties’ agreement. In principle, only the provisions “within 
the four corners of the contract” apply. Courts look at the “four corners of the con-
tract” to determine what is within and what is not within the contract when examin-
ing a potential claim for breach. The “entire agreement” clause in the contract 
explicitly applies the “parol evidence rule” to the agreement. Any prior tentative 
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agreements resulting from preliminary negotiations are considered to be subsumed 
within the provisions of the final duly executed contract through the “integration 
doctrine” which reinforces that the signed contract is the true final and complete 
expression of the parties’ understanding of their risks, benefits, and liabilities. The 
intent of an “entire agreement” clause is to explicitly prevent prior negotiations or 
preliminary agreements from construed as contract terms. However, poorly drafted 
clauses can also potentially negate all other simultaneous active agreements 
between the parties.

 Alternative Dispute Resolution Provisions

Alternative dispute resolution (ADR) allows parties to predetermine the format 
through which parties resolve disputes arising from a contract. ADR generally takes 
one of two forms: (a) arbitration or (b) mediation. ADR clauses generally contractu-
ally address disputes “arising under or related to” the contract. Contract clauses 
which prescribe mandatory ADR also thereby preclude litigation of a contract dis-
pute through the court system or waive a party’s right to bring suit in court. The 
importance of recognizing the ADR clause in a contract is to ensure that one does 
not unknowingly waive a right.

Contract litigation through the court system is costly and will involve all the ele-
ments of a traditional civil lawsuit including discovery such as the taking of deposi-
tions and document requests, witness subpoenas, motion practice, and trial, with 
possible appeals. However, the costs of ADR are not inconsequential. Where an 
employee must litigate a contract dispute with a larger group or institution, the indi-
vidual is usually disadvantaged because of the time and costs associated with the 
litigation process.

Mediation is a form of nonbinding dispute resolution involving a neutral third 
party who tries to help the disputing parties reach a mutually agreeable solution. 
During mediation, a mediator, usually a judge or attorney, facilitates discussion 
and dialogue between the parties in hopes of achieving an outcome that both par-
ties will agree upon. Then, if the parties still cannot resolve their differences after 
mediation, the option to proceed with either arbitration or litigation remains 
an option.

Arbitration, on the other hand, is a form of dispute resolution involving one or 
more neutral third parties, known as arbitrators, who are usually agreed to by the 
disputing parties, hear evidence presented by both sides, and then makes a decision. 
Arbitration may be either nonbinding (so that in a manner similar to mediation, the 
option for litigation remains open) or binding (where the arbitrator’s decision is 
considered final and courts will enforce the judgment). The form of arbitration 
should be specified beforehand within the contract clause. In general, where an 
arbitration clause is agreed upon, binding arbitration may be more common.
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 Potentially Missing Clauses

A key clause commonly omitted from provider contracts are the expectations or 
conditions for a path to promotion, partnership, or shareholder status. Such discus-
sions sometimes occur orally during the contract negotiation period; however, in 
order to minimize the risk of liability, employers may be reluctant to elaborate such 
opportunities within the written contract. A promise of “partner” or “shareholder” 
status after the passage of a period of time will not be enforceable unless all of the 
requisite terms and requirements are specified, and demonstrated to be met, in order 
to have the promise enforced. Contracts implying or promising equity status should 
define the circumstances under which one may be considered for or automatically 
offered partnership; the timing and methods for calculating a proposed stock pur-
chase, and the period over which the stock purchase price is expected in payment.

Although the actual terms of ownership or buy-in will be stipulated separately in 
“buy-sell” and/or “partnership” agreements, which are unlikely to be disclosed or 
not signed until the opportunity for partnership or ownership arises, the options and 
potential assurances, at least as contingencies for later consideration, should be both 
discussed during the employment negotiations which are detailed within the written 
employment contract. Ownership may also entail risks, such as enhanced liability 
exposure. There are additional elements of due diligence that should be explored, 
even if these elements are not included within the written contract. An attorney 
should be able to help advise how best to evaluate potential risks and opportunities 
for personal and corporate growth inherent within a company.

Arguably, however, if a promise of promotion or shareholder status is made, and 
later such a promise requires judicial intervention to enforce it, the future relation-
ship that needs to be predicated on litigation may not be a satisfying one.

Sign on bonuses should be negotiated. In addition, relocation assistance, reim-
bursement to travel in order to find a new home, should be explored. The type of 
professional liability insurance which may be obtained and paid for should be clear 
at the onset to minimize the risk of future liability in the event that the contract 
expires or is terminated (see Chap. 10).

 Contract Assignability

In recent years, healthcare entities have seen an unprecedented increase in merger 
and acquisition (M&A) activity. Healthcare entities are consolidating market share 
primarily to maintain a competitive advantage in regional markets. However, M&A 
activity is also occurring within hospital systems where private groups are being 
acquired by, or are merging with, other groups within, or outside of, a system, or 
being acquired by hospitals or systems. Smaller subspecialty groups such as cardi-
ologists, pulmonologists, or anesthesiologists are most likely to be affected by such 
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M&A activity. By default, and unless prescribed or limited by agreement, contrac-
tual rights are, in general, freely assignable or delegable.

An assignment clause may read: “No party may assign either this Agreement or 
any of its rights, interests, or obligations hereunder without the prior written 
approval of the other parties.” In such a case, neither party may assign the contract 
without the consent of the other. Of course, in personal service contracts typical of 
employment agreements, the employed person is hired for his or her special skills, 
and therefore employees are intuitively not in a position to assign the contract.

Assignability is more likely to apply to the contractor in the event of a future, yet 
unforeseen, acquisition, consolidation, or merger. If the ownership structure of the 
employer were to change significantly in the case of M&A, and the contract is 
assignable by the contractor, the contractual obligations of the contractee may con-
tinue unchanged, assuming that newly formed entity continues to have a need for 
the contracted for services and is willing to continue the relationship without rene-
gotiating the terms of the contract. On the other hand, if the contract is “non- 
assignable,” the contractee’s relationship is terminated by operation of contract.

 Anti-kickback Statute and “Stark” Law Compliance

Healthcare industry requires careful review with attention to regulatory risk areas 
such as anti-kickback laws, physician self-referral (Stark) law, and antitrust laws. A 
detailed discussion of these laws is beyond the scope of this chapter (see Chap. 4); 
however, providers entering into arrangements such as medical director positions or 
consulting relationships with industry should review the proposed contract carefully 
for potential risks under applicable federal and state statutes.

 Breach of Contract

Breach of contract represents failure, without justification, to perform any promise 
that forms all or part of the contract. Breaches of contract may take several forms: 
(1) an “actual breach” where one party explicitly refuses to comply with the terms 
of the contract and (2) an “anticipatory breach” where one party voices an intention, 
or acts in such a way as to suggest a plan to not comply with the terms of the con-
tract. In addition, breaches may be “minor” and reasonably amenable to a “cure” or 
they may be “material” and so egregious as to render the foundations of “good faith 
in dealing” to be suspect.

Courts will look at the elements of the contract, the promises made, and the 
promises putatively broken. Courts will then look to see if potential defenses to a 
claim breach of contract apply. If a contract is deemed to be in breach, and there are 
no valid defenses, then the issue becomes one of allocation and assessment of 
damages.
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• The elements necessary for a prima facie case of breach of contract are:
• Valid contract formation
• Performance or lack of duty to perform by one party
• The other party’s failure to perform
• Harm that resulted in quantifiable loss

Remedies for breach of contract include (a) award of damages, (b) specific perfor-
mance, (c) rescission, and (d) restitution. The usual remedy in civil courts is an 
award of damages. Specific performance, rescission, and restitution are equitable 
remedies that are less commonly employed in the circumstances of corporate or 
business practice.

 Interpretation of Contracts by the Courts

The meaning of a contract is, in general, determined by examining the intentions of 
the parties at the time of the contract’s creation. The process by which an analysis 
of a claim for breach of contract proceeds includes the following line of reasoning:

 1. Is there a valid contract?
 2. If so, what did the contract require of each of the parties?
 3. Was the contract modified at any point?
 4. Did the claimed breach of contract occur?
 5. If so, was the breach material to the contract?
 6. Does the breaching party have a legal defense to enforcement of the contract?
 7. What damages were caused by the breach?

 Potential Valid Defenses Against a Breach of Contract Claim

There are many potential affirmative defenses by which to argue a breach of con-
tract claim. For example:

Enforcement of the contract would violate public policy.
Performance of the contract has become impossible or the purpose of the con-

tract has become frustrated.
The contract limits the amount of damages that can be recovered.
There are valid defenses to contract formation, such as lack or capacity (contract 

is voidable or void), or faulty formation, such as lack of consideration (no contract 
exists).

However, an important clause is increasingly appearing within contracts, espe-
cially following the Coronavirus Pandemic of 2020. “Force majeure” is a contract 
clause which functions as an affirmative defense, to excuse one or both parties’ 
performance obligations in situations or circumstances which arise unexpectedly 
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and which are beyond the parties’ control and make performance of the contract 
impractical or impossible [14]. In some states, such as New York, the clause must 
list the specific event claimed to be preventing performance [15]. “Force majeure” 
events that may be enumerated within a contract will include:

 1. Acts of God, such as natural catastrophes including floods, fires, earthquakes, 
hurricanes, epidemics, or explosions

 2. Social or societal events such as acts of war or terrorism
 3. Governmental or regulatory changes such as expropriation, condemnation, and 

changes in laws and regulations, strikes, and labor disputes

 Damages

Liquidated damages are specified within the contract. For example, liquidated dam-
ages are commonly specified in the event of breach of a restrictive covenant. In such 
cases, a party desiring to breach the covenant can reasonably estimate, in advance, 
the cost of doing so. Here, the clauses in the contract could specify the compensa-
tion owed. Liquidated damages are helpful to avoid litigation on a specific contract 
breach, since, if liquidated damages not specified, resolution through a process of 
ADR or litigation in court will provide an award amount in the event of breach. 
Nonetheless, if the amount specified in a liquidated damages clause is unreasonable 
or excessive, it may be later contested. Liquidated damages clauses are usually 
accompanied by a clause which stipulates in clear language that the amount is 
deemed reasonable to both parties at the time of contract formation.

An “injunctive relief” clause may also accompany the liquidated damages or any 
other clause within a contract. For example, even if a party would agree to pay liq-
uidated damages to violate a restrictive covenant, he or she may still be barred from 
doing so if there is an injunctive relief agreement. Injunctive relief clause specifi-
cally prohibits one or both parties from acting in a certain way.

Furthermore, there are two general categories of damages that may be awarded 
to compensate an aggrieved party in a breach of contract claim: (a) compensatory 
damages and (b) special damages.

Compensatory damages (also called “actual damages”) are intended to compen-
sate the non-breaching party for their losses arising from the other party’s breach. 
Within the realm of “compensatory damages” are two types of potential awards: (1) 
general damages which compensate for losses directly related to the subject matter 
of the contract such as loss of revenue and (2) specific damages which compensate 
for indirect losses such as reputation. For example, if a healthcare provider fails to 
report for work, there may be damages related to the hiring of a locums replace-
ment, closure of an office or service line, furloughs of support employees, and 
inability to make good on promises of services advertised to the community.
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Punitive damages (also called “exemplary damages”) may be awarded to in the 
event that a breach of contract involves an actor whose conduct is willful, malicious, 
or fraudulent. Punitive damages, if awarded, would be in addition to compensatory 
damages. Punitive damages are rarely awarded for breach of contract.

 Summary

In summary, a healthcare contract is one of the most important financial commit-
ments that providers, groups, or institutions will make. Legal counsel is vital to 
minimize misunderstandings and liability. The right to contract is an important free-
dom. However, the time to scrutinize the terms of a contract is before the contract is 
signed (Table 25.2).

Table 25.2 Contract pearls for providers

Avoid the temptations of “reading up” on contracts, comparing new contracts to those from a 
prior transaction, or getting “legal advice” from lay friends or peers. Each contract and its 
attendant fact patterns are different
Legal representation during contract negotiations is a right and is expected
Retain legal counsel early, in the negotiations phase, before a contract is offered if possible
There is no “standard” contract or agreement; all contracts are modifiable
Every element in a contract is negotiable; the ability to negotiate depends on the bargaining 
position and the skill of the negotiator
Ascertain that the final contract you are presented with includes all prior promises (i.e., verbal, 
email), concessions from preliminary negotiations
Verify that all attachments such as exhibits, addenda, or schedules are specifically referred to in 
the contract (“incorporation by reference”)
Be sure that any absolute contingencies required of you at the time of signing have been met
Check that each blank in the contract has been completed, cross out blank pages
Obtain and review copies of each and document referred to in the Agreement; these are 
“incorporated by reference” and deemed legally to be a part of the final agreement. Examples of 
such documents may include benefit plans, staff bylaws, policies and procedures, employee 
handbook, code of conduct, policies regarding discrimination and harassment, loan repayment 
schedules, visa sponsorship promises, and compliance agreements. Retain copies of all 
contract-related documents
Be prepared to comply with each and every provision of the contract. Assume that breaches 
will be litigated and that the cost of litigation will be expensive; therefore, individuals will be at 
a disadvantage if contract litigation becomes necessary
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Chapter 26
Corporate and Partnership Structures 
Used in Healthcare Entity Formation

James E. Szalados

 Considerations Regarding Choice of the Business Structure

Historically, the business structure environment of physician practices was orga-
nized either as a sole proprietorship or as a small group of physicians organized as 
a form of partnership. Physicians, providers, and allied healthcare professionals are 
frequently organized into a form of legal business entity: (1) individual providers or 
professionals, frequently independent contractors, (2) practices, (3) affiliates prac-
tices, (4) hospitals, and (5) healthcare systems. The key considerations which must 
be balanced in a decision to form a legal business entity include (1) protection 
against liability, (2) employer status and administrative responsibility, (3) tax struc-
ture and potential corporate benefits, (4) shared ownership, shareholder, and part-
nership opportunities, and (5) access to capital.

The legal definition of a “company” is a formal business entity that is organized 
in furtherance of a business undertaking; a company may be organized in one of 
many different forms. Companies are business entities. The main legal forms of 
organization for a professional practices are (1) sole proprietorship, (2) general part-
nership, (3) limited partnership, (4) C corporation (standard corporation), (5) S cor-
poration, (6) limited liability company (LLC), and (7) limited liability partnership 
(LLP). In general, given the potential advantages and disadvantages of each, consul-
tation with an attorney, tax advisor, and financial advisor is important prior to choos-
ing or establishing a legal form. Specifically, the designation as a professional 
corporation or service corporation does not usually affect either the level of liability 
risk or taxation for providers or professionals. Nonetheless, professional service 

J. E. Szalados (*) 
Director, Surgical and Neurocritical Care Units, Rochester Regional Health System at 
Rochester General Hospital, Rochester, NY, USA 

The Szalados Law Firm, Hilton, NY, USA
e-mail: james.szalados@rochesterregional.org; jszalados@aol.com

http://crossmark.crossref.org/dialog/?doi=10.1007/978-3-030-68570-6_26&domain=pdf
https://doi.org/10.1007/978-3-030-68570-6_26#DOI
mailto:james.szalados@rochesterregional.org
mailto:jszalados@aol.com


536

corporations are regulated by the state with unique requirements. For example, 
states will usually require that all the owners of a professional service corporation 
be members of the same profession; for example, combinations of professionals 
such as physicians, lawyers, nurse practitioners, or therapists would not be eligible 
to jointly own a professional service corporation. Finally, the law of corporations, 
similar to many of the laws that govern medical providers and allied healthcare 
professionals, may vary by state; however, especially with respect to taxation and 
compliance, it may also be governed by federal statutes and regulations.

Corporations, as legal persons, have been legally accorded some of the rights of 
natural persons; this is a notion that is variably termed the “corporate persona” or 
“corporate personhood.” Thus, corporations may own property, enter into contracts, 
assume debt, and both sue and be sued for incurred liabilities. Corporate person-
hood was not always the case; in the Supreme Court case of Bank of the United 
States v. Deveaux, Chief Justice Marshall stated: “[t]hat invisible, intangible, and 
artificial being, that mere legal entity, a corporation aggregate, is certainly not a citi-
zen; and consequently cannot sue or be sued in the courts of the United States, 
unless the rights of the members, in this respect, can be exercised in their corporate 
name” [2]. Deveaux was overruled in the 1844, Supreme Court ruling in Louisville, 
C. & C.R.R. v Letson when, after elaborate argument, a divided Court held that “a 
corporation created by and doing business in a particular state, is to be deemed to all 
intents and purposes as a person, although an artificial person, an inhabitant of the 
same state, for the purposes of its incorporation, capable of being treated as a citizen 
of that state, as much as a natural person” [3]. The Supreme Court opinion in the 
case of Santa Clara County v Southern Pacific Railroad Co. extended the Equal 
Protection Clause of the 14th Amendment to corporations through the dicta of Chief 
Justice Morrison Waite wherein he noted that “[t]he Court does not wish to hear 
argument on the question whether the provision in the Fourteenth Amendment to 
the Constitution which forbids a state to deny to any person within its jurisdiction 
the equal protection of the laws applies to these corporations. We are all of opinion 
that it does” [4].

Courts allow incorporation in any state; the state of incorporation does not need 
to be the state in which the business has its principal headquarters. Nonetheless, the 
business entity must be registered in the state where the business is located. Foreign 
companies are those that are incorporated in one state and then are registered and do 
their primary business in another state. In the case of a foreign corporation, the cor-
poration may be taxed separately in two states and be subject to reporting and reg-
istration fees in two states. A foreign corporation is one that is incorporated in 
another jurisdiction, For example, Delaware is a common choice for the state of 
incorporation. Where there is a conflict between the choices of law that may govern 
in the event of a legal disagreement, the principles of Conflict of Laws will apply. 
Conflict of Laws is a procedural application of defined principles which determine 
which of the relevant states’ substantive law will govern in the resolution of a 
conflict.
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 Business Structures

The ownership of any business requires the requisite permits and licenses. A health-
care professional may be providing services under a healthcare license within another 
entity, either as independent contractor or as employee, where the services are 
offered directly to the public. In general, a license represents a legal permit to engage 
in business within a regulated field; thus, a license may be required of drivers, liquor 
store owners, allied health professionals, and providers. In general, a license implies 
that a licensing agency has performed some level of due diligence and determined 
that a licensee is competent to engage in that licensed activity. Permits represent 
more of a registration with a county of state that allows a level of oversight and regu-
lation, such as building permits, construction permits, and health permits (Table 26.1).

Table 26.1 General comparison table for business entities

Entity Individual risk Main advantages Main disadvantages

DBA
or
sole 
proprietorship

Owner is personally 
liable for the debts 
and obligations of the 
entity
Requires malpractice 
insurance

Simple and inexpensive to 
create and manage
Marketing
Tax deductions: health 
insurance, business expenses
Single owner

Unlimited business 
risk
Employment taxes 
on all income
Self-employment tax
Owner must pay 
estimated taxes

General 
partnership

Joint and several 
unlimited (see text)
Requires malpractice 
insurance

Two or more owners
Relatively simple to operate
Pass through taxation
Profits and losses are 
attributed to individual 
partners
Income is allocated based on 
partnership agreement

Unlimited business 
risk
Employment taxes 
on all medical 
service income
Dissolves if a 
partner leaves or 
dies
Owners must pay 
estimated taxes

Limited 
partnership

Limited to individuals 
(see text)
Requires malpractice 
insurance for all 
partners

Income can be allocated 
different from ownership
Pass through taxation
Limited liability for business 
risk for limited partners
Centralized management of 
businesses
Protects against personal 
liability for business claims 
but does not protect against 
malpractice claims

Registration with 
Secretary of State
General partner of 
the LP has unlimited 
liability.
Employment taxes 
on all medical 
service income
Owners must pay 
estimated taxes

(continued)
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 ”Doing Business As” (DBA)

In general, when a natural person starts an unincorporated business, the name of the 
business will usually default to the name of the owner; this means that the business 
and the owner are treated as a single entity under the law. A DBA is the recognized 
acronym for “doing business as” and is a legal means that is required for businesses 
operating under a name other than the name of the owner or another legal business 
name. In essence, a DBA is a fictitious name used for the purpose of conducting 
business. In most jurisdictions and in most circumstances, the DBA should not con-
tain words such as “company,” “incorporated,” or other implication that it is an 
actual company. Thus, although laws will vary by jurisdiction, in general, a sole 

Table 26.1 (continued)

Entity Individual risk Main advantages Main disadvantages

C corporation 
(standard 
corporation)

Protects against 
business risks except 
for malpractice claims
Protects personal 
assets from liability
Requires malpractice 
insurance

Protects against personal 
liability for business claims, 
except for malpractice claims
Exists separate from owners, 
with no specified end
Owner gets a W-2

Registration with 
Secretary of State
Double taxation
Costs of operation 
and management
Mandatory meetings

S corporation Limited to individuals
Requires malpractice 
insurance

Protects against personal 
liability for business claims
Does not protect against 
malpractice claims
Exists separate from owners, 
with no specified end
Owner gets a W-2
Provides for taxation of 
profits and losses as partners, 
while providing a corporate 
shield against business claims

Registration with 
Secretary of State
Income must be 
allocated the same 
as ownership
More expensive to 
operate
Must have 
malpractice 
insurance

LLC Requires malpractice 
insurance
Depending on the 
state, can consist of 
individuals, 
corporations, or other 
LLCs

Not taxed as a separate entity
Pass through taxation
LLC members protected from 
personal liability for business 
debts and claims

Registration with 
Secretary of State
Professional service 
income is all subject 
to employment taxes
Owner does not get 
a W-2 and must pay 
estimated taxes

LLP Requires malpractice 
insurance

Protects against liability for 
acts of other partners
Can provide protection 
against personal liability for 
business partner’s liabilities 
and can be limited to the 
amount of the investment
Pass through taxation

Owner does not get 
a W-2 and must pay 
estimated taxes
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proprietorship may neither need nor benefit from a DBA, unless there is a specific 
reason to do so. Nonetheless, if the sole proprietorship operates under a name dif-
ferent from that of its owner, a DBA is necessary. Where a DBA opens a bank 
account under the DBA name, the bank will likely require a copy of the fictitious 
name certificate. In many cases, the DBA will be filed with the Office of the County 
Clerk after a filing fee is paid. The discontinuation or amendment of a DBA likely 
requires that the County Clerk’s Office is appropriately notified. Under most cir-
cumstances, the taxation of the DBA is usually taxed as a sole proprietorship (see 
the below section).

 The Sole Proprietorship

The sole proprietorship is the most basic and the most common business form in the 
USA; it is an unincorporated business that is owned and operated by one individual. 
Formation of a sole proprietorship requires no formal state filings and, once again, 
the business and the owner are treated as a single entity under the law. Where a 
person does work under his or her own name, that person may functionally be sole 
proprietorship for the purposes of business entity definition, but may, for example, 
receive earnings as an independent contractor for wage and taxation purposes. In a 
sole proprietorship, the legal and financial entities of the owner and the business are 
the same. The owner of a sole proprietorship is not shielded from legal or financial 
liability and the sole proprietorship may be liable for both income taxes (Schedule 
C) and also a self-employment tax (Social Security and Medicare taxes); however, 
the sole proprietorship is also able to deduct business expenses.

 Partnerships

In general, a partnership is a legal form of business operation between two or more 
individuals who share management and profits. Partnerships require two or more 
partners. Partnerships are classified as either (1) general, (2) limited partnerships, or 
(3) limited liability partnerships. A fourth type of partnership, the limited liability 
limited partnership (LLLP), is not uniformly recognized in all states. The partner-
ship agreement is a key element of a partnership formation since partnerships are 
groups of individuals subject to disagreements. In any partnership, the partnership 
agreement should contain at least (1) the ownership percentages, capital contribu-
tions, profit and loss allocations, and distributions; (2) the authority of the partners 
to bind the business; (3) management function assignments; and (4) procedures in 
the event of death or disability, disputes, part withdrawal, and procedures whereby 
new partners may be added. Disputes can undermine the effective function of a 
partnership and be costly. The Uniform Partnership Act (UPA) provides governance 
for business partnerships in approximately 37/50 US states. The UPA applies only 
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to general liabilities and limited liability partnerships (LLPs); the UPA does not 
apply to limited partnerships (LPs). A partner relationship is generally created by 
contract; such a contract may be either express or implied. If the existence of a part-
nership is challenged, in order to determine the existence of a de facto partnership, 
the courts will look to the (1) intention of the parties, (2) sharing of profits and 
losses, (3) joint administration and control of business operation, (4) capital invest-
ment by each partner, and (5) common ownership of property. Partnership agree-
ments are similar to corporate operating agreements. The partnership agreement 
should detail, for example, the process for decision-making, the grounds for remov-
ing a partner, the process for dissolution, and responsibilities of the partners. 
Partnerships do not pay income taxes as an entity but rather the profits “pass 
through” the business entity to the individual partners, generally similar to sole 
proprietorships, limited liability companies, and C-corps. General partnerships, 
limited partnerships, and limited liability partnerships file a Form 1065 with the 
IRS, in addition to a Schedule K for each partner which details lists that partner’s 
share of income and expenses.

General partnerships are usually created by beginning business activities as part-
ners, and no state filing is required. A partnership agreement and licenses and per-
mits are required, as in any other business. In a general partnership, all members 
share equally in both profits and liabilities. Partners may be defined by percentages 
based on investment or contribution. In a general partnership, the withdrawal of one 
partner subjects the partnership to dissolution. The partner-owners of a general part-
nership are considered to be the same as the business, similar to the sole proprietor-
ship above, and thus personal assets can therefore be considered to be business 
assets without a liability shield. In a general partnership, any one partner may be 
sued for any or all business debts (joint and several liabilities). In addition, in a 
general partnership, each partner has full agency powers (unless specifically 
restricted in the Partnership Agreement) and therefore any partner may legally bind 
the partnership to debts and obligations. A partnership doing business under a trade 
name must file a certificate of “doing business under a fictitious name” or 
DBA notice.

In a limited partnership (LP), there is at least one general partner and that partner 
has unlimited liability, whereas the other (limited) partners have limited liability. 
The number of limited partners may be limited by state statutory law. The general 
partner manages the business. Limited liability refers to the protection of personal 
assets from the liabilities and obligations of the partnership. The liability of limited 
partners is limited to the extent of their investment in the LP. An LP requires a for-
mal written agreement between the managing general partner or partners, and all of 
the limited partners. Limited partners will usually join the partnership through an 
investment of funds into the partnership which then entitles the partner to a pre- 
determined share of profits. Unlike the general partnership, the withdrawal of as 
limited partner from an LP does not incur automatic dissolution of the LP, although 
a “buy out” of the limited partner’s assets may be necessary. Limited partnerships 
must file with the Secretary of State in the state where the partnership is created.

Limited liability partnerships (LLPs) can only be created by certain types of 
professional service businesses, and professionals will generally elect to form a 
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limited liability partnership. In a limited liability partnership (LLP), there are no 
general partners. In an LLP, all partners have limited liability for business debts; the 
personal assets of the partners are shielded from business debts and liabilities. In the 
LLP, each partner's liabilities are limited to the amount of their investment. In the 
event that the partnership fails, creditors cannot attach to a partner's personal assets 
or income. However, like the PC, the LLP does not shield partners for liability for 
professional malpractice. LLPs are usually governed by complex partnership, or 
operating, agreements that provide structure for the operations and decision-making 
of the LLP. For example, an LLP may employ junior partners who may have the 
opportunity to become full partners. Partners in an LLP may withdraw or retire 
without dissolving the LLP; similarly the LLP may add new partners. LLPs also 
must file with the Secretary of State in the state where the partnership is created.

 Professional Corporation

The professional corporation (PC) or professional service corporation (PSC) is a 
corporate entity created by state statutes, as a variation of the general corporate 
form, for use by specific and specified licensed professionals such as attorneys, 
accountants, and physicians. In most jurisdictions, licensed professionals must 
incorporate as a PC as a matter of law. Thus, where most businesses have the dis-
cretion to incorporate as an S-corp, C-corp, or LLC; professionals with the notable 
exception of businesses owned and operated by professionals to provide services 
within the scope of the profession, must usually incorporate as a professional cor-
poration (PC), professional LLC (PLLC), or, professional S-corp or professional 
C-corp. In a PC, all the shareholders must be members of the same profession, 
although employees may be of different backgrounds such as nurses, managers, 
lawyers, or accountants. The Internal Revenue Service (IRS) rules (Sec. 269A(b)
(1)) require that a PC be incorporated under state law and meet the requirements of 
both the function test and the ownership test. The function test requires that sub-
stantially all of the business activities of the professional corporation involve ser-
vices within specific profession or occupation that defines the business. The 
ownership test requires that substantially all the stock of the PC be held directly or 
indirectly by qualified people: (1) employees who are currently performing profes-
sional services for the corporation; (2) retired employees; (3) or their heirs or 
estates. If a professional corporation organized under state law does not qualify as 
a PSC, then it is treated as a general partnership for federal tax purposes.

Moreover, in a professional corporation, the owners perform services for the 
business as employees. The owners of traditional corporations are generally shielded 
from liability, whereas the owners of professional corporations are shielded from 
liability with the notable exception of liability due to professional negligence. 
Claims are brought against themselves, despite the fact that their business is prop-
erly incorporated. Otherwise, the differences between a professional C-corp and 
professional S-corp are the same as the differences between traditional C-corps and 
S-corps, the key difference being the taxation of earnings (see below).
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 Limited Liability Company

The limited liability company (LLC) is neither a partnership nor a corporation; 
rather it is a hybrid of partnership and corporation. The ownership of an LLC is 
by its members, rather than by partners; however, the members are analogous to 
partners or shareholders. The LLC may be composed of an unlimited number of 
members and an LLC may have non-US residents as members. LLCs may 
acquire and own subsidiaries without restriction and LLCs can be owned as a 
subsidiary of another LLC or corporation. The LLC, as a business entity, is sepa-
rate from its owners, who are generally protected from personal liability for 
business debts and claims. The owners of an LLC are liable only to the extent of 
their investment in the LLC.  The LLC is also a “pass-through” entity for the 
purposes of income tax. Although the LLC provides a shield against liability, 
that liability protection may not extend to negligence, personally or individually 
guaranteed obligations or loans, or illegal activities. Finally, where the LLC is 
functionally an extension of the persona of its owner, especially in the case of a 
single member LLC, courts may pierce the liability shield of the LLC. LLCs are 
formed by registration of the LLC with the Secretary of State in the state where 
the LLC is established.

 C-Corporation

A C-corporation (C-corp) is a corporation. C-corps are formed by registration of the 
LLC with the Secretary of State in the state where the corporation is established. In 
order to form a corporation, Articles of Incorporation must be filed which define the 
name of the corporation and a general description of the purpose of the organization 
(which may be as simple as, for example, “to engage in any lawful activity”) and 
detail about stock or shares. Furthermore, a corporation must have bylaws which 
describe the procedures and operating policies of the corporation. Similar to other 
business entities discussed, the owners are separate from the corporation and are 
therefore insulated from the debts of the corporation through limited liability. 
C-corps offer stock to shareholders, who then become owners of the corporation. 
However, unlike the entities discussed above, the C-corp is taxed as an entity, sub-
ject to corporate taxation; the shareholders or owners are then also taxed separately 
on their earnings. Corporations are thus subject to double taxation. When a corpora-
tion achieves $10 million in assets and 500 shareholders, it is required to register 
with the SEC under the Securities Exchange Act of 1934. In addition, corporations 
are subject to additional organization and management mandates such as require-
ments to organize and hold meetings with a Board of Directors and to hold annual 
shareholder meetings. A C-corp has perpetual existence, and the corporation will 
continue to exist even if the founder, majority owner, director, or chief executive 
officer dies, leaves, or retires.
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 S-Corporation

An S-corporation (S-corp) is a corporation, in a sense it is a business entity structure 
which is a slightly smaller and simpler version of the classic C-corp. The S-corp 
structure offers investment and growth opportunity, liability protections, and per-
petual existence. However, unlike the C-corp, the S-corp allows for pass through 
taxation and reduced management and tax filing requirements. During the forma-
tion of the S-corp, the founders elected to be taxed under Subchapter S of the 
Internal Revenue Code. The owners of an S-corp may opt to receive both a salary 
and stock-based dividend payments from the corporation. Unlike C-corps, an S-corp 
may have only one class of stock and there are strict regulations with respect to 
qualifications for shareholder status and the number of potential shareholders. If 
growth or complexity justify, an S-corp can easily be converted to a C-corp, since it 
already organized as a corporation.

 Important Issues in Corporate Law

 “Pass-Through” Taxation

Pass-through taxation is an option for all business entities except C-Corps. LLCs 
have the option of being taxed as “pass through” or to be taxed as a C-corp. “Pass- 
through” taxation allows the income generated by the business to “pass through” the 
income of the business to the owner or owners and to the business owners’ personal 
tax returns, avoiding double taxation in corporate income tax. Thus, with “pass- 
through” income, there is one single layer of income tax and has generally been 
taxed as ordinary income up to a maximum rate of 37%. The vast majority of busi-
nesses in the USA are “pass-through” entities.

The 2017 Tax Cuts and Jobs Act (TCJA) [5] created a new 20% deduction for 
certain pass-through income through 2025. With modifications in IRC Code section 
199A, the “qualified business income” deduction effectively reduced the top mar-
ginal tax rate on qualifying pass-through income from the top ordinary rate of 37% 
to 29.6, subject to qualifying rules [6]. For example, in order to qualify, total taxable 
income must be $163,300 or less for single filers or $326,600 for joint filers. In 
addition, professionals are generally excluded from TCJA since they are deemed to 
be a “specified service trade or business.”

 The Corporate Veil

Fundamental premises of US corporate law are that (1) shareholders in a corpora-
tion are not liable for the obligations of the enterprise beyond the capital that they 
contributed in exchange for their shares and (2) the corporation is an entity separate 
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from its shareholders, directors, or officers [7]. Limited liability permits parties to 
allocate the risk of an enterprise and the encouragement of investment in business 
enterprise to promote growth. The corporate veil is a legal doctrine that establishes 
a layer of protection between the assets of a corporation and the assets of the share-
holders of the corporation with respect to potential liability for a company's debts 
and obligations. In certain cases, a court may choose to remove that layer of protec-
tion and impute personal liability to the owners or shareholders to satisfy an obliga-
tion; when a court does so, it is “piercing the corporate veil.” On the one hand, the 
corporate form is a legal entity with legal “personhood,” whereas instances may 
arise where statutory or legal goals or remedies require such judicial action. In keep-
ing with the recognition that business entities are commonly founded specifically to 
limit the personal liability of its owners, there are few, if any, cases where a court 
pierces the corporate veil solely based on undercapitalization. Veil piercing is most 
common in closely held corporations where the corporation may be reasonably be 
construed to simply be the alter ego of a single, or limited number of owners, so as 
to functinally be a DBA or sole proprietorship.

States and jurisdictions will vary in the criteria used to pierce a corporate veil. 
For example, in Florida, courts must typically show that (1) either a corporation is 
simply the alter ego or mere instrumentality of the parent corporation or the share-
holders or (2) realized parent company or shareholders are engaged in improper 
conduct. In New York, courts will hold a principal of a corporation vicariously lia-
ble under the doctor and of respondeat superior where the court finds that the cor-
poration is in fact an agent of the shareholders [8]. In Walkovsky v. Carlton, the NY 
Appellate Court stated the doctrine: “ That the corporate ‘veil’ may be swept aside 
and another defendant held liable only if, at the very inception of the controversy or 
of the act which gave rise to the liability, the corporate ‘veil’ had been utilized by 
such defendant in order to defraud the plaintiff and to insulate himself from judg-
ment by reason of the fraud” [9].

 Legal and Ethical Duties of Directors or Board Members

Directors and board members are considered to be fiduciaries of a business organi-
zation, as fiduciaries, directors, and board members must (1) act at all times in good 
faith so as to promote the success of the company, (2) exercise independent judg-
ment, reasonable care, skill, and diligence, (3) act within the scope of one’s duties 
to ensure that the organization’s resources are used in a reasonably appropriate and 
legally accountable manner, and (4) avoid conflicts of interest. Thus, the duties of a 
fiduciary are generally (1) the Duty of Care, (2) the Duty of Loyalty, and (3) the 
Duty of Obedience. “In essence, the duty of care consists of an obligation to act on 
an informed basis; the duty of loyalty requires the board and its directors to main-
tain, in good faith, the corporation’s and its shareholders’ best interests over anyone 
else’s interests” [10].
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The business judgment rule is most often a consideration in lawsuits where a 
director or the board of directors of a corporation takes a course of action that 
adversely affects the corporation, and a plaintiff sues, alleging that the director vio-
lated his or her duty of care. Courts will uphold the decisions of directors as long as 
the decisions are made (1) in good faith, (2) with the care that a reasonably prudent 
person would use, and (3) with the reasonable belief that one is acting in the best 
interests of the corporation. The burden of proof in such a case rests with the plain-
tiff that the business judgment rule does not apply because of gross negligence, bad 
faith, or a conflict of interest. Such lawsuits may be brought against a board, direc-
tor, or corporate officer, by a shareholder on behalf of a corporation as a “share-
holder derivative suit.”

Therefore, the business judgment rule is in fact a standard of judicial review for 
corporate director conduct. The business-judgment rule presumes that “in making a 
business decision the directors of a corporation acted on an informed basis, in good 
faith, and in the honest belief that the action was in the best interest of the company” 
[11]. The business-judgment rule is “a rule of law that insulates an officer or director 
of a corporation from liability for a business decision made in good faith if he is not 
interested in the subject of the business judgment, is informed with respect to the 
subject of the business judgment to the extent he reasonably believes to be appropri-
ate under the circumstances, and rationally believes that the business judgment is in 
the best interests of the corporation” [12].

 Conclusions

Healthcare, as a business, is largely predicated corporate and business law which 
prescribes a variety of legal business entities through which practitioners may orga-
nize the delivery of care. Business law intersects with all aspects of healthcare as 
well as tax laws; thus, business law is highly complex. Providers and practitioners 
seeking to organize a business entity should consult proactively with legal counsel 
to determine which, if any, business structure is best suited to their business goals.
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Chapter 27
Statutory Controls and Regulation 
of Pharmaceuticals and Medical Devices

James E. Szalados

 The Administrative Procedures Act and the Regulatory 
Authority of the FDA

The FDA as an agency was not specifically created by Congress; rather, it was 
merged into the US Department of Health, Education, and Welfare (HEW) which 
was cabinet-level department of the US government that existed from 1953 through 
1979. The FDA represents one of the policymaking and enforcement units within 
HHS and remains a part of the US Public Health Service (PHS). The FDA 
Commissioner, not a statutorily created position, is charged with enforcing the 
Federal Food, Drug, and Cosmetic Act (FDCA), subsequent amending statutes, and 
other relevant statutes.1 The FDA Commissioner is appointed by the President with 
the advice and consent of the Senate. In its regulatory oversight powers, the FDA 
must act in accordance with the Administrative Procedure Act (APA). Regulatory 

1 For example, other statutes that FDA enforces are the Filled Milk Act, 21 U.S.C. §61; the Federal 
Import Milk Act, 21 U.S.C. §141; the Tea Importation Act, 21 U.S.C. §41; the Federal Caustic 
Poison Act, ch. 489, 44 Stat. 1406, 15 U.S.C §§401–11; the Fair Packaging and Labeling Act, 15 
U.S.C. §1451; and some portions of the Public Health Service Act, 42 U.S.C. §§241–361. The 
FDA also administers, among others, the Best Pharmaceuticals for Children Act (Pub. L.  No. 
107-109 (Jan. 4, 2002)); the Pediatric Research Equity Act (Pub. L. No. 108-15 (Dec. 3, 2003)); 
and, the Minor Use and Minor Species Animal Health Act (Food Allergen Labeling and Consumer 
Protection Act) (Pub. L. No. 108-282 (Aug. 2, 2004)).
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power is not granted by the Constitution but rather through an authorizing statute 
which delegates a specific field of regulation. In order for the FDA, as a federal 
agency, to develop rules with the force of law, it must have the authority to engage 
in rulemaking, adjudication, summary judgment, and publication of statutory guide-
lines. A rule is defined to mean “the whole or a part of an agency statement of gen-
eral or particular applicability and future effect designed to implement, interpret, or 
prescribe law or policy or describing the organization, procedure, or practice 
requirements of an agency” [4]. However, rules made by an agency must be within 
the field over which it was granted Congressional authority, within the bounds of its 
enabling statute, and in accordance with the APA. The rulemaking process must 
conform to standards of due process, transparency, and public participation. The 
term “rulemaking” refers to the “agency process for formulating, amending, or 
repealing a rule” [5]. The FDA has used both notice and comment rulemaking and 
also adjudicative rulemaking, which is a formal, case-by-case, evidentiary, on-the- 
record, quasi-judicial, or judicial rulemaking in developing its policies.

The notice and comment rulemaking process requires publication of proposed 
rules in the Federal Register, followed by a period of public notice with opportuni-
ties for public comment, before publication of the final rule. These rules may be 
either legislative (or substantial) and provide the agency with authority to promul-
gate rules that extend existing laws or they may be nonlegislative (or interpreta-
tional) such as guidance documents, policy statements, or agency manuals that are 
nonbinding and lack the force of law. Agency rule, once enacted, will apply uni-
formly; however, they will only apply prospectively.

The FDA may also issue “guidance documents” which will usually relate to 
administrative procedures or to the design, production, manufacturing, and testing 
of regulated products; the intent of such documents is to achieve consistency in 
regulatory approach. The purposes of guidance documents are to provide (1) assis-
tance to the regulated industry by clarifying the requirements imposed by Congress 
or issued in FDA regulations and explaining how industrial users may comply with 
such requirements and (2) specific review and enforcement approaches to help 
ensure that the FDA carries out its legislative mandate in an “effective, fair, and 
consistent manner.” To that end, the FDA has determined that all guidance docu-
ments must include the following:

 (1) The umbrella term “guidance”
 (2) Information that identifies the center or office producing the document
 (3) The regulatory activity to which the document applies and/or the intended users of the doc-

ument [6]

Such guidance documents are not binding on the FDA or the public; rather, they 
represent the FDA’s current position on a specific subject matter. Guidance docu-
ments are specific documents which conform to a specific format; they do not 
include agency reports, general information provided to consumers, documents 
relating to solely internal FDA procedures, speeches, journal articles and editorials, 
media interviews, warning letters, or other communications or actions taken by 
individuals at FDA or directed to individual persons or firms. Thus, since guidance 
documents are neither regulations nor laws, they are not enforceable, either through 
administrative action or the courts.
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The FDA also employs its summary judgment authority when necessary to 
enforce agency positions based upon the merits, when there are “no genuine and 
substantial issues of fact,” or when “data and information submitted are insufficient 
to justify the factual determination” [7].

Rules enacted by the FDA, as an agency, are subject to legal challenge and there-
fore judicial review. The federal judiciary has final authority on issues of statutory 
construction and may reject those agency administrative interpretations or construc-
tions that it rules to be contrary to congressional intent. When a court is faced with 
a “pure question of statutory interpretation,” it relies on traditional methods of statu-
tory construction to determine the intent of Congress. Courts:

have long recognized that considerable weight should be accorded to an executive depart-
ment’s construction of the statutory scheme which it is entrusted to administer, and the 
principle of deference to administrative interpretations “has been consistently followed . . . 
whenever decision as to the meaning or reach of a statute has involved reconciling conflict-
ing policies, and a full understanding of the force of the statutory policy in the given situa-
tion has depended upon more than ordinary knowledge respecting the matters subjected to 
agency regulations.” [8]

A court which is reviewing an agency action will employ a two-step analysis of 
agency mandate and congressional intent; this process is the “Chevron analysis.” 
The judicial review of an agency’s statutory interpretation will first focus on con-
gressional intent; here the first question is whether Congress has previously directly 
addressed the precise question at issue. If a prior intent of Congressional intent is 
clearly established, then the court, and the agency, must defer to Congress. If, how-
ever, the court does not find congressional intent to legislate in that area, or if the 
statute as written is “silent or ambiguous,” then the reviewing court must determine 
if the agency’s ruling is permissible on the basis of its enabling statute [9].

The FDA will at times also assemble advisory committees, through which inde-
pendent advisory opinions may be heard at public hearings on matters of potentially 
controversial public policy or technical issues. An advisory committee typically 
“has a fixed membership, a defined purpose of providing advice to the agency on a 
particular subject, regular or periodic meetings, and an organizational structure” 
[10]. FDA advisory committees may be either policy advisory committees or tech-
nical advisory committees. A policy advisory committee advises the FDA on broad 
and general matters of policy, whereas a technical advisory committee advises the 
FDA on specific technical or scientific issues.

 A Brief History of the FDA and the FDCA

The FDA has its origin in the Federal Food and Drugs Act of 1906 (also known as 
the Wiley Act or the Pure Food and Drugs Act), administered under the authority of 
the US Bureau of Chemistry and the first federal legislation to address standards for 
the preparation and the marketing of medicines [11]. Prior to 1906, medicinal prod-
ucts (then consisting largely of proprietary alcoholic tonics, patent medicines, and 

27 Statutory Controls and Regulation of Pharmaceuticals and Medical Devices



550

sometimes even toxic compounds sold as “remedies”) were basically unregulated in 
terms of their content, purity, and safety. The 1906 Act was first time that marketing 
of compounds known to be poisonous or potentially harmful to human health, as 
either medicines or food additives, was prohibited by law in the USA. The Sherley 
Amendment of 1912 expanded the statutory prohibitions to include any “false and 
fraudulent” statements relating to unsubstantiated “therapeutic effects” [12]. The 
Bureau of Chemistry was renamed as the US Food, Drug, and Insecticide 
Administration in 1927; and in 1930 the name was shortened to Food and Drug 
Administration (FDA).

The Federal Food, Drug, and Cosmetic Act (FDCA) became law on June 25, 
1938, when it superseded and repealed the Wiley Act. Although the 1938 FDCA 
was actually drafted in 1933 by the US Department of Agriculture, it was later for-
mally enacted into law in response to a national public health crisis caused by a 
medicinal antibiotic compound, the “elixir of sulfanilamide.”

In 1951, the Durham-Humphrey Amendment to the FDCA defined the types of 
drugs that could not be safely used without medical supervision, thereby effectively 
creating a defined class of drugs which became known as “prescription drugs,” and 
by exclusion simultaneously defined those drugs that could be used without medical 
supervision and thus could be sold over the counter (OTC) without a prescription 
[13]. Statutorily defined criteria for prescription drugs included (1) habit-forming 
drugs; (2) drugs that could be used only under the supervision of a licensed health-
care practitioner; and (3) drugs that can be used only under professional supervision 
because they were approved as the result of a new drug application (NDA). On the 
other hand, OTC status was accorded to medications if (1) a patient could self- 
diagnose safely or could understand drug usage requirements and restrictions and 
(2) the drug was not known to cause any significant side effects [14].

In 1962, the FDCA was further amended by the Kefauver-Harris Amendments 
which explicitly required the FDA to review all NDAs to assess them for safety in 
humans and to ascertain that a drug manufacturer had provided “substantial evi-
dence” through “adequate and well-controlled investigations” to demonstrate that a 
potential new drug is also effective for its intended use [15]. Additionally, the 1962 
Amendments required that the FDA retroactively review and assess the safety and 
effectiveness for drugs that were previously approved by the agency from 1938 to 
1962. In order to accomplish the requisite safety and effectiveness retroactive review 
of a large number of compounds, the FDA contracted with the National Research 
Council (NRC) of the National Academy of Sciences through a project known as 
the Drug Efficacy Study Implementation (DESI). The FDA was empowered to 
withdraw drugs which had been granted prior approval to be unsafe or ineffective. 
The 1962 FDCA Amendments added the requirements that (1) a new drug or medi-
cal device could not be marketed until it was approved by the FDA and (2) the FDA 
approval must be issued prior to initiation of human clinical testing of a new drug. 
These amendments mandated an affirmative FDA premarket approval for new drugs 
as a prerequisite to any commercial development and marketing.

The Food and Drug Administration Modernization Act of 1997 (FDAMA) fur-
ther reiterated demonstration by manufacturers of a new drug’s effectiveness prior 
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to FDA approval for marketing; specifically, the FDAMA emphasized the term 
“substantial evidence” to represent the statutorily required standard of proof for 
drug “effectiveness” [16]. The FDAMA iterated a four-part FDA mission statement 
that stressed not only its duty to protect the public health but also the promotion of 
the public health.

In 1998, the FDA published the “Pediatric Rule,” which asserted FDA’s authority 
to compel drug manufacturers to complete pediatric testing for pharmaceuticals. 
However, the Association of American Physicians and Surgeons, the Competitive 
Enterprise Institute, and Consumer Alert subsequently litigated and successfully 
challenged the validity of the Pediatric Rule in the US District Court for the District 
of Columbia, and as a result the Pediatric Rule was invalidated in 2002 upon the 
holding by the court that the FDA lacked statutory authority to pass such a regulation.

Nonetheless, the Best Pharmaceuticals for Children Act of 2002 [17] was subse-
quently enacted to address persistent concerns that the vast majority of prescription 
medications were never tested in and therefore not specifically approved for use in 
children. The BPCA was passed after the FDAMA and provided for pediatric exclu-
sivity of 6 months’ duration with respect to marketing exclusivity for pharmaceuti-
cal companies who conducted pediatric studies and subsequently brought products 
to market. In 2003, the Medicare Prescription Drug Improvement and Modernization 
Act (MMA, also known as the Medicare Modernization Act) was enacted [18].

The Kennedy-Enzi Bill, “Enhancing Drug Safety and Innovation Act of 2006,” 
was developed as legislative groundwork for the Food and Drug Administration 
Amendments Act of 2007 (FDAAA) and was intended “to amend the Public Health 
Service Act and the Federal Food, Drug, and Cosmetic Act to improve drug safety 
and oversight …” [19].

On September 27, 2007, President George W. Bush signed into law the Food and 
Drug Administration Amendments Act of 2007 (“FDAAA”) which amended both 
the FFDCA and the Public Health Service Act [20]. Title I amended the FDCA to 
require new drug and biologics sponsors to develop and comply with “Risk 
Evaluation and Mitigation Strategies” (REMS), as a requisite to obtaining and 
maintaining FDA approval status [21]. Under REMS, manufacturers were required 
to submit a pharmacovigilance statement, and associated justification, indicating (1) 
whether routine adverse event reporting will be adequate to assess “serious risk” 
and to identify “unexpected serious risk” presented by the drug after approval or (2) 
whether post-marketing studies or clinical trials are needed. Title IV amended the 
FDCA with a process for the screening of potential advisory committee members 
for conflicts of interest. Title III of the FDAAA statutorily created the Pediatric 
Medical Device Safety and Improvement Act which incentivized device manufac-
turers to create products that specifically meet the needs of pediatric patients. In 
Title IV, The FDAAA reauthorized the Pediatric Research Equity Act and empow-
ered the FDA with broader authority to mandate pediatric testing. Title VI of the 
FDAAA created the Reagan-Udall Foundation as a nonprofit corporation and 
explicitly “not be an agency or instrumentality of the US Government” “to advance 
the mission of the [FDA] to modernize medical, veterinary, food, food ingredient, 
and cosmetic product development, accelerate innovation, and enhance product 
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safety.” The goals of the Foundation broadly included policy and program develop-
ment and funding within the areas of safety, research, and education by:

(1) taking into consideration the Critical Path reports and priorities published by the Food 
and Drug Administration, identify unmet needs in the development, manufacture, and 
evaluation of the safety and effectiveness, including postapproval, of devices, including 
diagnostics, biologics, and drugs, and the safety of food, food ingredients, and cosmet-
ics, and including the incorporation of more sensitive and predictive tools and devices 
to measure safety;

(2) establish goals and priorities in order to meet the unmet needs …
(3) in consultation with the Secretary, identify existing and proposed Federal intramural and 

extramural research and development programs relating to the goals and priorities 
established under paragraph (2), coordinate Foundation activities with such programs, 
and minimize Foundation duplication of existing efforts;

(4) … award grants to, or enter into contracts, memoranda of understanding, or cooperative 
agreements with, scientists and entities, which may include the Food and Drug 
Administration, university consortia, public-private partnerships, institutions of higher 
education, entities described in section 501(c) (3) of the Internal Revenue Code …

(5) recruit meeting participants and hold or sponsor (in whole or in part) meetings as appro-
priate to further the goals and priorities established under paragraph (2);

(6) … release and publish information and data and, to the extent practicable, license, dis-
tribute, and release material, reagents, and techniques to maximize, promote, and coor-
dinate the availability of such material, reagents, and techniques for use by the Food and 
Drug Administration, nonprofit organizations, and academic and industrial researchers 
to further the goals and priorities established under paragraph (2); …

Title VI of the FDAAA established the Office of the Chief Scientist, a person 
appointed by the Secretary with the responsibilities to:

(1) oversee, coordinate, and ensure quality and regulatory focus of the intramural research 
programs of the Food and Drug Administration;

(2) track and, to the extent necessary, coordinate intramural research awards made by each 
center of the Administration or science-based office within the Office of the 
Commissioner, and ensure that there is no duplication of research efforts supported by 
the Reagan- Udall Foundation for the Food and Drug Administration;

(3) develop and advocate for a budget to support intramural research;
(4) develop a peer review process by which intramural research can be evaluated;
(5) identify and solicit intramural research proposals from across the Food and Drug 

Administration through an advisory board composed of employees of the Administration 
that shall include--

(A)  representatives of each of the centers and the science-based offices within the Office 
of the Commissioner; and

(B)  experts on trial design, epidemiology, demographics, pharmacovigilance, basic sci-
ence, and public health; and

(6) develop postmarket safety performance measures that are as  measurable and rig-
orous as the ones already developed for premarket review… [22]

In addition, Title VI empowered the FDA to enter into collaborative agreements, 
known as “Critical Path Public-Private Partnerships, with one or more eligible enti-
ties to implement the Critical Path Initiative of the Food and Drug Administration 
by developing innovative, collaborative projects in research, education, and out-
reach for the purpose of fostering medical product innovation, enabling the 
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acceleration of medical product development, manufacturing, and translational 
therapeutics, and enhancing medical product safety” [23].

Title VII of the FDAAA addressed bias and conflicts of interest building upon the 
Draft Guidance on Disclosure of Conflicts of Interest for Special Government 
Employees Participating in FDA Product Specific Advisory Committees first pub-
lished in 2002. Title VII contained a legislative mandate requiring “disclosure of 
any financial interest prior to any meeting of an advisory committee regarding a 
particular matter (as that term is used in section 208 of title 18, United States Code), 
each member of the committee who is a full-time Government employee or special 
Government employee shall disclose to the Secretary financial interests” [24].

Title IX of the FDAAA required that information regarding the safety of pharma-
ceuticals be reported to FDA so that the Agency can take appropriate action to pro-
tect the public health when necessary. The FDA recognized that its decisions 
regarding drug approvals represented a complex balancing of interests: on the one 
hand, warnings which overstate or exaggerate risks may deter appropriate use and 
are in effect of no more utility than labeling which understate risks or side effects, 
since both will adversely affect public health and safety. The withdrawal of the bio-
logical product rofecoxib raised questions about the integrity of the US drug safety 
system. In response, and at the request of the Center for Drug Evaluation and 
Research (CDER) of the Food and Drug Administration (FDA), the Institute of 
Medicine (IOM) issued a comprehensive review and set of recommendations for 
reforms. Title IX granted the FDA the express discretionary authority to impose 
Risk Evaluation and Mitigation Strategies (“REMS”), mandatory reporting require-
ments intended to ensure that the benefits of a prescription drug or biologic out-
weigh the product’s risks which were applicable both prior to approval and also 
within the course of the post-approval period.

The FDAAA defines an “adverse drug experience” to include “any adverse event 
associated with the use of a drug in humans, whether or not considered drug related” 
and included:

(A) An adverse event occurring in the course of the use of the drug in professional practice;
(B)  An adverse event occurring from an overdose of the drug, whether accidental or 

intentional;
(C) An adverse event occurring from abuse of the drug;
(D) An adverse event occurring from withdrawal of the drug; and
(E)  Any failure of expected pharmacological action of the drug [25].

The Biologics Price Competition and Innovation Act of 2009 (BPCI) [26] are 
comprised of statutory provisions within the Patient Protection and Affordable Care 
Act (PPACA) which became law on March 23, 2010. A biological product (bio-
logic) is a pharmaceutical product that is derived from, or contains components of, 
biologic organisms which include a wide range of products such as vaccines, blood 
and blood components, allergenics, somatic cells, gene therapy, tissues, and recom-
binant therapeutic proteins [27]. As defined by the FDA, the term “protein” refers to 
any alpha amino acid polymer with a specific, defined sequence greater than 40 
amino acids in size [28]. The BPCI amended the Public Health Service Act to create 
an expedited approval pathway for biological products which are “highly similar” 
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(biosimilar) to, or “interchangeable” with, an already FDA-approved biological 
product. A biological product may be considered to be “biosimilar” if data demon-
strates that the biosimilar product is “highly similar” to the reference product, not-
withstanding minor differences in clinically inactive components, and there are no 
clinically meaningful differences between the biological product and the reference 
product in terms of safety, purity, and potency. The BPCI is conceptually similar to 
the Drug Price Competition and Patent Term Restoration Act of 1984 (“Hatch-
Waxman Act”) which, at that time, provided for expedited pathways for the approval 
of drugs under Federal Food, Drug, and Cosmetic Act (FFDCA) [29].

In response to the terrorist attacks on America on September 11, 2001, the 
Congress enacted the Public Health Security and Bioterrorism Preparedness and 
Response Act (PHSBPRA or BPRA) in 2002. The US Department of Agriculture 
(USDA) subsequently identified food defense as an area of domestic vulnerability. 
Food defense refers to the protection of food products from contamination or adul-
teration intended to cause public health harm or economic disruption. BPRA 
required the FDA to implement regulations and oversight actions regarding food 
defense: (1) administrative detention of imported food; (2) establishment and main-
tenance of records; (3) food facility registration; and (4) prior notice of imported 
food. The FDA Food Safety Modernization Act (FSMA) of 2011 [30] was enacted 
in the face of public concerns regarding the safety of the US Food Supply. However, 
the regulatory burdens associated with compliance with the FSMA ushered in the 
Tester-Hagan Amendment to the Food Safety Modernization Act, which then cre-
ated certain exemptions for small farms. The intent of the FSMA was to be proactive 
rather than reactive with respect to risk identification and mitigation as they relate 
to food safety.

The FDA Safety and Innovation Act (FDASIA) and the Medical Device User Fee 
and Modernization Act [31] was passed into law in 2012. FDASIA granted the FDA 
with a tool for expedited drug development, known as the “breakthrough therapy” 
designation, designed to expedite the development and review of new drugs with 
only preliminary clinical evidence that indicates the drug may offer a substantial 
improvement over available therapies for patients with serious or life-threatening 
diseases [32].

The integrity and security of the US drug supply which was addressed in part by 
the Drug Quality and Security Act (DQSA) of 2013 [33] further amended the FDCA 
to address drug compounding and to create a drug track-and-trace program. The 
Drug Quality and Security Act represented a legislative response to an outbreak of 
fungal meningitis in 2012 attributed to medication compounding at the New England 
Compounding Center [34]. The DQSA is substantively comprised of two titles. 
Title I of the DQSA represents the Compounding Quality Act (CQA). The CQA 
implemented a voluntary compliance program for compounding pharmacies, 
enabling such facilities to register with the FDA as outsourcing facilities, and 
thereby have access to FDA oversight for Good Manufacturing Practices (GMPs) 
and thereby exemptions from some approval and labeling requirements. The Drug 
Supply Chain Security Act (DSCSA) was enacted as Title II of DQSA, providing 
for steps to build an electronic, interoperable system to identify and trace 
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prescription drugs distributed in the USA. The DSCSA Pilot Project Program began 
on February 8, 2019. The goal of DSCSA is to implement medication tracking and 
tracing; serialization, verification, and detection of suspicious products; and strict 
guidelines for wholesaler licensing and reporting.

The 21st Century Cures Act of 2016 (Cures Act) [35] was passed with the intent 
of helping to accelerate the development, approval, and marketing of medical prod-
ucts. In order to accomplish the goal of more rapid and efficient translation of basic 
science into a pharmaceutical product, the Cures Act deemphasized reliance on the 
gold standard double-blind randomized clinical trial and included a provision which 
allowed for consideration of “real-world evidence,” which includes “sources other 
than randomized clinical trials” such as “patient experience data” for administrative 
determinations of safety and efficacy. In addition, §3011 addressed novel trial 
designs, modeling and simulations, the nature quantitative and qualitative data, and 
potential methodologies to best satisfy the NDA substantial evidence standard. For 
example, §3022 discusses the use of real-world evidence to help support regulatory 
decision-making. The Cures Act defines “real-world evidence” as that data regard-
ing the use, benefits, or risks of a drug that are “derived from sources other than 
randomized clinical trials,” which could include, for example, post-marketing safety 
surveillance, observational studies, and drug or patient registries. The deadline for 
implementation of the provisions of the Cures Act regulations is November 2, 2020.

The Cures Act also mandated that patients be provided access to of their health 
information contained within their electronic medical records without charge by 
their healthcare provider. Information blocking, as defined in the regulations for 
healthcare providers, prohibits practices that a healthcare provider knows are unrea-
sonable and are likely to interfere with, prevent, or materially discourage access, 
exchange, or use of electronic health information. The eight types of clinical docu-
ments that patients must be allowed to access are (1) consultation notes; (2) dis-
charge summary notes; (3) history and physical; (4) imaging narratives; (4) 
laboratory report narratives; (6) pathology report narratives; (7) procedure notes, 
and (8) progress notes, as outlined by the US Core Data for Interoperability (USCDI) 
standards.

The Cures Act specifically excluded personal health records, EHRs, and other 
health IT from its definition of a medical “device” so long as three criteria were met: 
they (1) are entered or reviewed by healthcare professionals (or those working under 
their supervision); (2) are certified under the Office of the National Coordinator 
(ONC) for Health Information Technology; and (3) are not intended for the analysis 
of patient records, including medical images, for the purpose of the diagnosis, cure, 
mitigation, prevention, or treatment of a disease or condition [36]. Nonetheless, the 
FDA has determined that Medical Device Data Systems (MDDS) and Medical 
Image Storage Devices are, in themselves, exclusive of the software, medical 
devices [37].

The FDA Reauthorization Act of 2017 (FDARA) [38] was passed with the intent 
of lowering prescription drug costs and, when passed, represented the sum of a 
number of bipartisan health-related bills. The FDARA required that the FDA accel-
erate the process whereby it approves generic drugs; enacted the “Right to Try Act” 
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whereby terminally ill patients could legally access experimental drugs and medica-
tions prior to FDA approval; and amended the FFDCA to revise and extend the 
user-fee programs for drugs, medical devices, generic drugs, and biosimilar biologi-
cal products. User fees are fees paid for by medical drug and device developers and 
manufacturers with every new product application.

 Classification of Pharmaceuticals

Consumers in the USA may legally access pharmaceuticals either (1) by presenting 
a valid prescription issued by a licensed healthcare provider to a pharmacist or (2) 
by purchasing either with or without a prescription called an over-the-counter 
(OTC) purchase. Whether or not a prescription is required to obtain any given drug 
is a determination made by the US Food and Drug Administration (FDA). In addi-
tion, prescription and nonprescription drugs may be available as either generic or 
brand name products; and, in some cases, they may also be available as both. State 
laws regulate prescriptive authority through scope of practice laws and licensure. 
Although there is no federal legislation regarding prescriptive authority, licensed 
individuals may obtain a federal license specifically to prescribe controlled sub-
stances under the federal Controlled Substances Act (CSA) administered in part by 
the US Drug Enforcement Agency (DEA).

The word “drug” is a legal term of art under the FDCA, and as such it legisla-
tively encompasses a great deal more than its strict medical connotation or defini-
tion. A drug is defined as (a) a substance recognized by an official pharmacopoeia 
or formulary; (b) a substance intended for use in the diagnosis, cure, mitigation, 
treatment, or prevention of disease; (c) a substance (other than food) intended to 
affect the structure or any function of the body; and (d) a substance intended for use 
as a component of a medicine but not a device or a component, part or accessory of 
a device. Biological products are included within this definition and are generally 
covered by the same laws and regulations, but differences exist regarding their man-
ufacturing processes [39]. The current FDA classification of drugs is based upon (1) 
mechanism of action; (2) physiologic effect; and (3) chemical structure.

 Overview of FDA Regulation of Medical Devices

FDA rules and regulations regarding the development, approval, marketing, and 
post-marketing follow-up for medical devices largely parallel the applicable rules 
for pharmaceuticals. The Medical Device Amendments Act of 1976 (MDA) [40] 
expanded the authority of the FFDCA, and thus the FDA, to include medical 
devices. The MDA intended to provide patients, the end-users, of medical devices 
with a reasonable assurance that the devices meet both safety and efficacy 
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standards. In the case of devices, FDA approval is believed to more heavily favor 
safety over efficacy. In a manner similar to pharmaceuticals, medical devices must 
be manufactured under a quality assurance program (GMPs), be suitable for the 
intended use, be adequately packaged, be properly labeled, and have establishment 
registration and device listing forms on file with the FDA. The statutory authority 
for the FDA to regulate both medical devices and electronic radiation-emitting 
products is also within the FFDCA [41].

The FDA defines a medical device as:

an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or 
other similar or related article, including a component part or accessory which is: recog-
nized in the official National Formulary, or the United States Pharmacopoeia, or any sup-
plement to them,

intended for use in the diagnosis of disease or other conditions, or in the cure, mitiga-
tion, treatment, or prevention of disease, in man or other animals, or

intended to affect the structure or any function of the body of man or other animals, and 
which does not achieve its primary intended purposes through chemical action within or on 
the body of man or other animals and which is not dependent upon being metabolized for 
the achievement of any of its primary intended purposes. [42]

The Classification Regulation Panels [43] are the basis for the Center for Devices 
and Radiological Health’s (CDRH’s) Classification Product Code structure and 
organization. The FDA Center for Devices and Radiological Health (CDRH) is 
responsible for regulating the manufacture, repackage, relabel, and/or import of 
medical devices. Medical devices are classified into Class I, II, and III based upon 
their potential risk to the patient or user. The FDA has established classifications for 
approximately 1700 different generic types of devices; these are then grouped into 
16 medical specialties referred to as panels. Device classification depends on the 
intended use of the device and also upon indications for use. Both risk and therefore 
regulatory oversight and control increase from Class I to Class III. Class I devices 
are associated with general controls, either with or without exemptions; Class II 
devices are associated with both general controls and special controls, either with or 
without exemptions; and Class III devices have both general controls and require-
ments for premarket approval. The term “exemption” in this context refers to 
exemption from premarket notification [510(k)] requirements and Medical Device 
Good Manufacturing Practices (GMPs) that may also be termed Quality System 
(QS) Regulations.

Class I devices normally represent minimal potential risk of harm and are not 
life-supporting or life-sustaining. Examples of Class I devices include tongue 
depressors, exam gloves, handheld surgical instruments, and bandages, for exam-
ple. Class II devices are subject to special controls, in addition to the general con-
trols required of Class I devices. Class II devices include, for example, infusion 
pumps, sutures, X-ray machines, and home pregnancy tests. Class III devices are 
generally considered to be the most complex and, in general, are used to sustain or 
support life, are implanted, or present potential unreasonable risk of illness or 
injury; examples of Class III devices might include, for example, pacemakers, hear 
valves, and stents.
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The FDA maintains a post-marketing safety-surveillance process for medical 
devices which relies heavily on physicians and providers, healthcare institutions, 
manufacturers, and patients to report medical device failures and complications 
through the Medical Device Reporting System. Medical Device Reporting 
Regulations represent a set of mandatory requirements for manufacturers, import-
ers, and device user facilities to report certain device-related adverse events and 
product problems to the FDA, and the failure to report malfunctions can result in 
punitive damages, rendering a device misbranded and the rescission of FDA 
approval.

Manufacturers must submit reports to the FDA whenever there are data to sug-
gest that a device (1) may have caused or contributed to a death or serious injury or 
(2) has malfunctioned and that the device or a similar device marketed by the manu-
facturer or importer would be likely to cause or contribute to a death or serious 
injury if the malfunction were to recur. Adverse event data are logged by both man-
ufacturers and the FDA. The Standards Management Staff of the FDA is charged 
with the responsibility to ensure that evolving medical device standards are pub-
lished to provide formal notice to designers and manufacturers and thereby facilitate 
the incorporation of new regulatory standards into product design and manufac-
ture [44].

In 2009, the FDA began the “Sentinel Initiative,” a program designed to integrate 
the electronic health records (EHRs) of healthcare institutions with FDA databases 
in order to perform continuous and online post-marketing safety analyses. Since 
medical devices, in contrast to pharmaceuticals, had previously lacked unique 
device identifiers (UDIs), the FDA was authorized, through the FFDCA Amendments 
Act of 2007, to develop a comprehensive UDI system for medical devices that is 
expected to soon be integrated with EHRs as well as administrative and claims data-
bases to identify patients who have been exposed to specific devices and thereby 
track rare post-exposure risks.

The MDA expressly pre-empts states from imposing any requirement that is dif-
ferent from, or in addition to, any requirement applicable under the MDA (see below).

Technological advances in tissue engineering, cell biology, pharmacology, gene 
therapy, and materials science have resulted in the development of products which 
do not fit neatly into statutory distinctions as either drugs, medical devices, or bio-
logics; such products are referred to as “combinations” or “combination products” 
since they combine the attributes of drugs, biologics, and/or medical devices [45]. 
Examples of combination products may include, for example, antibiotic- or heparin- 
bonded catheters or implants. A combination product is defined to be:

(1) A product comprised of two or more regulated components, i.e., drug/device, biologic/
device, drug/biologic, or drug/device/biologic, that are physically, chemically, or other-
wise combined or mixed and produced as single entity;

(2) Two or more separate products packaged together in a single package or as a unit and 
comprised of drug and device products, device and biological products, or biological 
and drug products;

(3) A drug, device, or biological product packaged separately that according to its investi-
gational plan or proposed labeling is intended for use only with an approved individu-
ally specified drug, device, or biological product where both are required to achieve the 
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intended use, indication, or effect and where upon approval of the proposed product the 
labeling of the approved product would need to be changed, e.g., to reflect a change in 
intended use, dosage form, strength, route of administration, or significant change in 
dose; or

(4) Any investigational drug, device, or biological product packaged separately that accord-
ing to its proposed labeling is for use only with another individually specified investiga-
tion drug, device, or biological product where both are required to achieve the intended 
use, indication, or effect [46].

 The FDA Safety and Effectiveness Standards

Regulation of new drug and device development by the FDA addresses two princi-
pal goals in the agency’s mission statement: (1) FDA standards require empirical 
demonstration of both the safety and efficacy of new drugs prior to their approval 
for marketing; and (2) enforcement of the regulatory scheme is necessary to keep 
unapproved products from the market. Traditionally, the responsibility for the 
approval of new drugs or devices by the FDA is reflective of a high degree of admin-
istrative tension between two important but competing public health risks: (1) the 
risk that a drug will be approved prematurely without an adequate demonstration of 
safety and efficacy and (2) the risk of unnecessary delay in the availability of neces-
sary medications required for disease treatment [47]. It is well recognized that, in 
general, all pharmacologic agents are inherently toxic. Thus, the FDA recognizes 
that all drugs have varying levels of efficacy, safety, and toxicity, largely depending 
on the context and the dosages in which they are administered. The requirement of 
a demonstration of efficacy addresses the question of whether a drug does what it 
purports to do, the penultimate test of clinical utility. Given such a delicate balanc-
ing test, the FDA may be more likely to approve a drug or device associated with 
higher risks if its potential benefits are substantial, for example, a unique but poten-
tially toxic drug that effectively treats a severe life-threatening disease. Approval of 
a drug or device by the FDA is thus contingent on the demonstration of both safety 
and efficacy; “any person who wishes to introduce or deliver for introduction into 
interstate commerce any new drug, biological product, or new animal drug must 
demonstrate that the product is safe and effective for its intended uses” [48]. The 
traditional standard by which a new drug or device was evaluated by the FDA was 
on the basis of data from adequate and well-controlled studies, so as to posit sub-
stantial evidence or adequate scientific evidence to support approval. In addition, 
traditionally, the FDA has interpreted the substantial evidence requirement to mean 
that at least two adequate and well-controlled studies have been completed and 
recognizes that uncontrolled clinical studies represent merely corroborating evi-
dence. The gold standard for clinical trials has been the double-blinded randomized 
clinical trial. The adequate and well-controlled studies must include data from both 
animal (preclinical) studies and human (clinical) studies.

The FDA enforces its quality standards through its oversight of “good manufac-
turing procedures” (GMPs). The FDA issues and regularly updates GMP 
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regulations for drugs, and GMP regulations represent accepted practices and proce-
dures for manufacturing, processing, and packing the products to assure their qual-
ity and purity. The FDA polices GMP violations through inspections; and the FDA 
inspectors have the authority to sanction violators and/or suspend productions 
through their injunctive police powers.

Adverse drug events (ADEs) are integral to the labeling of a medication; often 
the products are relabeled in the post-marketing surveillance process to add new 
warnings or restrictions. The “black box” warning represents the highest level of 
five possible warning categories that may appear in a package insert. Such a black 
box warning can impact drug sales, marketing, and even the prescription process; 
and the black box warnings can be a source of litigation, representing a litigation 
risk primarily to the “learned intermediaries” who assume the risks associated with 
the warnings. Recently, patient safety advocates argue that the patient should be 
specifically informed and that the patient’s written informed consent should be 
obtained, prior to initiating treatment with a drug that has an associated black box 
warning. Informed consent regarding the prescribing of drugs with black box warn-
ings remains controversial.

 Overview of the FDA Approval Process

The development and marketing of a new drug or device is complex and uncertain; 
a developer or manufacturer will engage in a process of research and development 
(R&D); through the R&D process, the developer must cover its operating costs, 
produce shareholder value, and allocate sufficient funds from profits to pay for the 
sunk costs of unapproved drugs and also fund future R&D. Importantly, R&D is 
characterized by false starts, resulting in uncompensated returns due to products 
which do not meet the requisite safety and efficacy requirements.

Drugs are generally developed from new chemical entities (NCEs) which are 
hypothesized to possess biological activity and therefore potential medicinal utility. 
A specific line of research conducted today is known as “translational” which is a 
term that reflects a deliberate effort to apply laboratory research findings to clinical 
applications. Preliminary research regarding the properties of an NCE begins with 
process of chemical studies and laboratory animal experimentation focusing on 
acute and short-term toxicity studies to determine a basic safety profile. The FDA 
regulates “good laboratory practices” (GLPs) during drug testing in the laboratory 
stage. Usually, there are simultaneous preclinical studies designed to determine if 
the NCE has a potential therapeutic value. Once the basic properties of a NCE 
become sufficiently understood at a preclinical laboratory level, the FDA will use its 
risk-benefit calculus to decide whether the potential benefits outweigh the risks so 
as to justify further studies in humans. Clinical trials represent the process by which 
a drug is tested to ensure that the NCE can be deemed “safe and effective” in humans.

In order to begin clinical trials, a manufacturer (referred to as a sponsor) must file 
(1) an (investigational new drug (IND) or device (IDE) application and (2) a new 
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drug application (NDA) supported by the results of a series of the laboratory stud-
ies. The IND is synonymous with “Notice of Claimed Investigational Exemption for 
a New Drug” [49]. Sponsors include companies, research institutions, and other 
drug developers. The IND includes all preclinical research data and a scientific 
design of the human studies to be conducted. An IDE, or investigational device 
exemption, allows for an investigational device to be used in a clinical study in order 
to collect safety and effectiveness data required to support a premarket approval 
(PMA) application or a premarket application to the FDA. There are three general 
types of IND applications: (1) the investigator IND; (2) the emergency use IND; and 
(3) the compassionate use IND. The investigator IND is submitted by a medical 
sponsor who both initiates and conducts the clinical investigation and under whose 
immediate direction the investigational drug is administered or dispensed. A clinical 
trial is based on a research protocol, or set of rules, which define the population 
from which participants will be recruited and delineates the procedures, medica-
tions, dosages, and monitoring and subsequent statistical methods that will be used. 
Clinical research protocols presuppose that the IND has been favorably reviewed by 
the FDA and approved by institutional review boards (IRBs) for the participating 
research institutions. IRBs are entities which approve and supervise the conduct of 
human subjects research, locally approve the protocols, ensure that research subject 
participants are accorded the opportunity informed consent, ensure that the research-
ers are free from bias or conflict of interest, and continuously monitor the study for 
adverse outcomes.

Phase I clinical trials are designed to establish the safety of a new drug, including 
safe dosage range, and Phase I trials represent the first administration of a potential 
drug to a small test population of healthy human adult volunteers. Phase I trials are 
conducted following the IND approval by the FDA. Phase I trials focus on safety 
rather than efficacy. The primary objective of Phase II trials is to confirm the safety 
profile in humans. Phase I trials typically involve approximately 20–100 normal, 
healthy volunteers and will usually occur over a period of several months. Phase I 
testing will determine basic metabolic, basic pharmacologic, and toxicological 
properties of the IND with an emphasis on dose ranges and tolerance and metabo-
lism (absorption, distribution, elimination, and excretion) of the compound and 
potentially generate preliminary data about safety.

If Phase I testing does not reveal significant safety concerns, the IND will pro-
ceed to Phase II clinical trials, which are conducted on a much larger adult popula-
tion of adults, usually patients who have been diagnosed with a specific medical 
condition of interest for which the IND is presumptively effective. The focus of 
Phase II trials shifts from safety to efficacy; however, the monitoring for safety 
issues never ceases. Phase II trials are usually double-blinded randomized and con-
trolled studies which evaluate the safety and effectiveness of the IND compared to 
placebos, existing alternative drugs, or other accepted standard agents for 
comparison.

Phase III clinical trials are large-scale studies often conducted with multi- 
institutional involvement and typically provide the power necessary for proper 

27 Statutory Controls and Regulation of Pharmaceuticals and Medical Devices



562

scientific conclusions to be reached regarding safety and efficacy in large diverse 
populations of patients.

The FDA also requires that a sponsor verify its proposed production methods, 
and the facilities and controls for the manufacturing, processing, and packaging of 
a new drug are adequate to preserve its identity, strength, quality, and purity. The 
requirements are part of the demonstration of good manufacturing practices (GMPs). 
The subsequent decision to pursue an NDA and proceed with marketing is based on 
reasonably full reports of preclinical and clinical trials substantiating the drug’s 
safety and effectiveness, a description of the drug’s components, chemical formula-
tion, manufacturing controls, and the conditions under which the drug will be used, 
and samples of the drug and a description of the proposed labeling containing dos-
age instructions, appropriate warnings of adverse drug reactions, and indications of 
harmful drug interactions [50]. The Prescription Drug User Fee Act (PDUFA III), 
passed in 1992 and subsequently reaffirmed and as amended, requires manufactur-
ers to pay fees to the FDA for the evaluation of NDAs and supplements.

Once the testing phase for a NCE under the IND approval is successfully com-
pleted, the sponsor can file for FDA approval, that application is known as an NDA, 
a new drug approval application. The NDA is strict and must be adhered to in all 
subsequent marketing, and the FDA will not tolerate deviations from the NDA, fol-
lowing its submission and approval. Such deviations, unless they fall into specific 
exceptions, will be considered to represent “misbranding.” The exceptions under 
which NDA may be modified include an additional abbreviated new drug applica-
tion (ANDA) which must be further approved by the FDA by the filing of a supple-
mental NDA (sNDA) or supplemental ANDA (sANDA) [51]. The sANDA “must be 
submitted for any change in the drug substance, drug product, production process, 
quality controls, equipment, or facilities that has a substantial potential to have an 
adverse effect on the identity, strength, quality, purity, or potency of the drug prod-
uct as these factors may relate to the safety or effectiveness of the drug product” 
[51]. Following submission of an NDA, the FDA must determine if it will review 
that application, as it is submitted, within 60 days. The final decisions for approval 
or denial of NDAs is typically rendered by the FDA within 6–12 months; 10 months 
on average.

 The Approval Process for Biologics

The Vaccine Act of 1813 provided for a public supply of smallpox vaccine. The US 
post office was an integral component of the Vaccine Act as citizens could only 
apply to receive a vaccine at a post office, which was obligated to assist the vaccine 
agent in the distribution of vaccine. The Vaccine Act was repealed in 1822. The 
Biologics Act of 1902 exerted jurisdiction over “viruses, therapeutic serums, toxins, 
anti-toxins, or analogous products” as “biologics” that were intended for the “pre-
vention and cure of diseases of man” [52] – authority which was expanded subse-
quently with the passage of the Public Health Service Act of 1912 (PHSA) [53]. The 
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Center for Biologics Evaluation and Research (CBER) regulates products under a 
variety of regulatory authorities including the PHSA and the FDCA.

Sponsors of biologic products, such as vaccines, must file an IND to initiate the 
premarket testing phases. For a vaccine, the IND must also describe the vaccine, its 
method of manufacture, quality control tests for release, and data about the vac-
cine’s safety and ability to elicit a protective immune response (immunogenicity) 
derived from preclinical animal testing studies. The development of potential vac-
cines generally follows the same pathway as for drugs, devices, and other biologics 
[54]. Vaccines, like NCEs and devices, must progress through Phases I–III of clini-
cal trials to determine a reasonable safety and efficacy profile. For vaccines, Phase 
I trials focus on safety and immunogenicity in studies performed on a small group 
of healthy volunteers. If all the phases of clinical trials are successful, the sponsor 
may submit a biologics license application (BLA) [55]; the BLA is the biologics 
analog of the NDA. After the FDA has reviewed the BLA, the findings presented to 
the Vaccines and Related Biological Products Advisory Committee (VRBPAC) of 
the FDA.  VRBPAC is comprised of external non-FDA experts who will further 
advise the FDA regarding concerns about the biological product prior to its approval 
for marketing [56].

 Labeling, Marketing, and Misbranding

The NDA for a pharmaceutical, the BLA for a biological product, or the 510(k) for 
a device will define the intended use, based on the safety and efficacy data submit-
ted to the FDA. The “labeling” of a product is thus an FDA term of art which means 
that the FDA has approved a product for a certain indication or indications. The 
“FDA has the authority to control certain aspects of the label, to enforce the require-
ment of truthful and non-misleading label representations, and to ensure that the 
label contains adequate directions for use and appropriate safety warnings” [14]. 
The package insert that physically accompanies the FDA-approved product 
describes and determines the uses for which the product has been demonstrated to 
be safe and effective. The label will be approved only if it conforms precisely to the 
uses for which the product has been proven safe and effective and contains specific 
information including directions for safe and effective use, warnings, precautions, 
clinical pharmacology information, indications, contraindications, and associated 
adverse reactions. In addition to the package insert, all other labeling, defined as 
“any supplementary or explicative information from the vendor, whether or not it 
physically accompanies the drug,” must comply with these restrictions. As a result, 
the manufacturer functionally is barred from disseminating any promotional or 
informational materials describing any uses of the drug (including different indica-
tions, doses, or routes of administration) that have not been approved by FDA and 
included in the package insert. The “alteration, mutilation, destruction, obliteration, 
or removal of the whole or any part of the labeling of, or the doing of any other act 
with respect to, a food, drug, device, or cosmetic, if such act is done while such 
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article is held for sale (whether or not the first sale) after shipment in interstate com-
merce and results in such article being adulterated or misbranded,” is prohibited by 
law [57]. A drug is thus considered to be misbranded if (1) it has a false or mislead-
ing label; (2) it lacks “a label containing (a) the name and place of business of the 
manufacturer, packer, or distributor and (b) an accurate statement of the quantity of 
the contents in terms of weight, measure, or numerical count”; or (3) “any word, 
statement, or other information required by or under authority of [the FDCA] to 
appear on the label or labeling is not prominently placed thereon,” or otherwise 
violates the specified labeling standards iterated in 21 U.S.C. §352. A drug is also 
considered misbranded if appropriate and adequate directions for use, sufficient 
warnings regarding interactions and contraindications, or information regarding 
unsafe dosages, methods of administration, or duration of use are lacking on 
the label.

The Lanham Act [58] prohibits commercial advertising or promotion that mis-
represents the nature, characteristics, qualities, or geographic origin of the adver-
tiser’s or another person’s goods, services, or commercial activities. The intent of 
the Lanham Act is:

to regulate commerce within the control of Congress by making actionable the deceptive 
and misleading use of marks in such commerce; to protect registered marks used in such 
commerce from interference by State, or territorial legislation; to protect persons engaged 
in such commerce against unfair competition; to prevent fraud and deception in such com-
merce by the use of reproductions, copies, counterfeits, or colorable imitations of registered 
marks; and to provide rights and remedies stipulated by treaties and conventions respecting 
trademarks, trade names, and unfair competition entered into between the United States and 
foreign nations. [59]

 The “Practice of Medicine” Exception: “Off-Label” Uses 
of Drugs and Medical Devices

The “off-label use” of a drug, biological, or device refers to its discretionary use by 
a licensed medical provider with prescriptive authority, in a reasonable manner, but 
in a manner that is either inconsistent with or not described in the product’s FDA- 
approved labeling. Off-label use, by definition, has not been subject to preclinical or 
clinical testing or to review by the FDA, and therefore safety and efficacy data has 
not been established. Nonetheless, there may be a reasonable presumption of safety 
and efficacy or a favorable risk versus benefit calculus in the opinion of the provider. 
The unapproved or off-label use of drugs has not been recognized by the FDA as an 
acceptable alternative to documentation of the safety and effectiveness of drugs 
through the IND and NDA; however, with subsequent revisions of the FDCA, such 
data is increasingly accepted. The FDA does not consider itself nor is it authorized 
to regulate the practice of medicine, and therefore the FDA does not regulate the 
prescribing of drugs for off-label uses [60]. When a drug has been approved by the 
FDA for market for any (approved) indication, the actual prescription choices 
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regarding those drugs are left to the discretion of the medical provider who may 
prescribe an approved drug for any medical condition, irrespective of whether FDA 
has determined that the drug is safe and effective with respect to that specific indica-
tion. Off-label use by prescribers has traditionally been very common in some 
patient populations and, in some instances, has permeated clinical practice to 
become a new standard of patient care. Nonetheless, the provider will accept the 
risks and liabilities, should they arise, stemming from such unapproved use. 
However, the FDA has established strict policies prohibiting medical companies 
from promoting non-FDA-approved uses of their drugs or devices under the NDA 
and marketing and branding provisions of the FDCA.  The FDA has stated that 
“once a [drug] product has been approved for marketing, a physician may prescribe 
it for uses or in treatment regimens of patient populations that are not included in 
approved labeling.” The FDA also noted that off-label (“unapproved” or “unla-
beled”) uses may in fact be appropriate in some circumstances and may represent a 
kind of therapeutic innovation [61].

The “learned intermediary” doctrine in essence states that the provider prescrib-
ing any drug is legally considered to be fully aware of (1) the characteristics of the 
drug he or she is prescribing, (2) the dosage of the drug that may be safely adminis-
tered, and (3) other relevant medications the patient is taking for the purposes of 
drug interactions. The doctrine states that pharmaceutical manufacturers are limited 
in their “duty to warn” regarding the intended and approved use of a drug; that duty, 
under the doctrine, is owed only to the prescribing providers. When the manufac-
turer has discharged their duty through advising the provider, that provider steps 
into the shoes of the manufacturer as a “learned intermediary” and thereby assumes 
the risks related to prescribing that drug. Therefore, the prescriber assumes the 
“duty to warn” from the manufacturer as a “learned intermediary” [62]. However, 
the manufacturer has a strict duty to warn the provider, and the manufacturer 
remains liable if the warnings pit provided to the learned intermediary are deter-
mined inadequate [63]. Thus, “unless the individual prescribing physician receives 
specific, relevant warnings, she cannot make a careful, balanced assessment of the 
risks and benefits to her patient, nor can the patient herself be adequately 
informed” [64].

 Biologicals and the Immunization of Vaccines from Liability

Following the approval and marketing of vaccines, post-marketing monitoring 
begins with the Vaccine Adverse Event Reporting System (VAERS), a national sys-
tem used by scientists at FDA and the Centers for Disease Control and Prevention 
(CDC) to collect reports of adverse events (possible side effects) that happen after 
vaccination. Reports of possible adverse events attributable to vaccines led to wan-
ing interests in vaccinations and also industry research in the field of vaccine devel-
opment. In response to a vaccine liability crisis in the 1980s, and as an effort to both 
support vaccine research and to provide relief to vaccine manufacturers in the face 
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of litigation, the Congress enacted the National Childhood Vaccine Injury Act of 
1986 which established the National Vaccine Injury Compensation Program (VICP) 
in 1988 as a federal “no-fault” compensation system for those harmed by vaccines 
covered under the Act. In 2015, the Act was further amended based on the recom-
mendations of the 2012 Institute of Medicine (IOM) report, “Adverse Effects of 
Vaccines: Evidence and Causality” [65]. The VICP served as a streamlined and less 
adversarial alternative to the traditional civil law system for resolving claims that 
arise from vaccine injury [66] The VICP covers all vaccines recommended by the 
Centers for Disease Control and Prevention for routine administration to children. 
The Program is jointly administered by the US Department of Health and Human 
Services (HHS), the US Department of Justice, and the US Court of Federal Claims 
(CFC). Within the HHS, the program is administered by the Health Resources and 
Services Administration.

In particular, the VICP states:

(1) No vaccine manufacturer shall be liable in a civil action for damages arising from a 
vaccine-related injury or death associated with the administration of a vaccine after 
October 1, 1988, if the injury or death resulted from side effects that were unavoidable 
even though the vaccine was properly prepared and was accompanied by proper direc-
tions and warnings

….

(c) Direct warnings: No vaccine manufacturer shall be liable in a civil action for dam-
ages arising from a vaccine-related injury or death associated with the administra-
tion of a vaccine after October 1, 1988, solely due to the manufacturer’s failure to 
provide direct warnings to the injured party (or the injured party’s legal representa-
tive) of the potential dangers resulting from the administration of the vaccine manu-
factured by the manufacture.

…

(e) Preemption

• No State may establish or enforce a law which prohibits an individual from bringing a civil 
action against a vaccine manufacturer for damages for a vaccine-related injury or death if 
such civil action is not barred by this part.

• 42 U.S. Code § 300aa–22

 Litigation

In general, private litigation regarding prescription drugs are disfavored because 
they might subvert the regulatory jurisdiction of the FDA and negatively impact the 
availability of drugs and devices to health consumers. Product liability litigation 
against manufacturers or pharmaceuticals intends to compensate those injured by a 
faulty or defective product. Under a product liability theory, the manufacturer or 
seller of a drug or device is liable to the consumer if the product contains an inherent 
defect that is unreasonably dangerous and if that defect causes injury to a foresee-
able user of the product. Product liability is generally considered to be a strict 
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liability offense, meaning that liability is not predicated on the degree of carefulness 
used in the design, manufacturing, or marketing of a product. Under strict liability, 
a manufacturer is liable when it is shown that the product is defective. Strict liability 
does not apply to medical providers. Therefore, “strict liability shall attach to one 
who sells a product ‘in a defective condition, unreasonably dangerous’ to the con-
sumer”; “to prevent a product from being unreasonably dangerous, direction or 
warnings as to its use must be given in appropriate cases”; and “the lack of adequate 
warning is what renders the product ‘defective’” [67]. Product defects are catego-
rized as either (1) design defects; (2) manufacturing defects; or (3) marketing 
defects. A design defect exists when the defect is determined to be inherent within 
the design of a product. In a product liability case, the plaintiff must establish that 
an alternative design, even a hypothetical one, would be (1) safer, (2) as economi-
cally feasible, and (3) as practical as the original design, while retaining the primary 
purpose. On the other hand, manufacturing defects represent unintended manufac-
turing errors which occur during manufacture or assembly of a device. Marketing 
defects also involve inadequate warnings and/or instructions and are typically 
exemplified by inadequate or faulty user instructions and by failures to warn learned 
intermediaries.

Nonetheless, prescription drugs may be an exception to the general rule of strict 
liability because they have been classified as “unavoidably unsafe” products. The 
FDA, and the courts, have repeatedly stated their recognition of the fact that pre-
scription drugs, even when administered exactly as indicated, may inflict harm. The 
prescription drug exception “intends to shield from strict liability products which 
cannot be designed more safely; however, if such products are mis-manufactured or 
unaccompanied by adequate warnings, then the seller may be liable even if the 
plaintiff cannot establish the seller’s negligence” [68]. Courts will generally apply 
the test for pharmaceutical or device product liability on a case-by-case basis.

Liability claims may also be predicated in a tort law theory of negligence. 
Negligence is defined as a failure to exercise proper or ordinary care; and a manu-
facturer may be held liable if a plaintiff can establish that a lack of reasonable care 
during the production, design, or assembly of the manufacturer’s product caused a 
foreseeable harm and resulting damages.

The Restatement (Second) of Torts recognizes that:

there are some products which, in the present state of human knowledge, are quite incapa-
ble of being made safe for their intended and ordinary use. These are especially common in 
the field of drugs. . . . Such a product, properly prepared, and accompanied by proper direc-
tions and warning, is not defective, nor is it unreasonably dangerous . . . which for this very 
reason cannot legally be sold except to physicians, or under the prescription of a physi-
cian [69].

Paracelsus, the renaissance physician, stated that “[a]ll things are poisons, for 
there is nothing without poisonous qualities. It is only the dose which makes a thing 
poison” [70]. Thus, drugs will always, by their nature, carry some element of inher-
ent risk, “for a drug, by its very nature, cannot be totally safe for everyone. The 
basic tenet of pharmacology is that any drug action is a toxicity…We cannot pro-
vide a certificate of safety” [71].
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The Restatement further notes that:

the seller is not liable when he delivers the product in a safe condition, and subsequent 
mishandling or other causes make it harmful by the time it is consumed. The burden of 
proof that the product was in a defective condition at the time that it left the hands of the 
particular seller is upon the injured plaintiff; and unless evidence can be produced which 
will support the conclusion that it was then defective, the burden is not sustained. Safe 
condition at the time of delivery by the seller will, however, include proper packaging, 
necessary sterilization, and other precautions required to permit the product to remain safe 
for a normal length of time when handled in a normal manner. [72]

Issues which can cause a pharmaceutical product to be considered “defective” 
include improper packaging (i.e., lack of childproof capping), improper labeling, 
impurities or contamination, or the lack of appropriate warnings. Under the “duty-
to-warn” theory, a product sold without adequate warnings is considered to be sold 
in a defective condition [73]. Under the “learned intermediary doctrine” however, 
the duty to warn runs from the manufacturer to the prescribing provider, not the 
patient [74]. A classic case which illustrates the “learned intermediary doctrine” is 
that of Heindel v. Pfizer Inc. [75], where Pfizer, the manufacturer of the nonsteroidal 
anti-inflammatory drugs or NSAIDs under the brand names of Celebrex® and 
Vioxx®, was sued for complications, including cardiac and renal toxicity, associ-
ated with their use. The court held that the “manufacturer of prescription drugs need 
only direct information and warnings to prescribing physicians” and granted the 
manufacturers’ motion for summary judgment.

The FDA requires that medical device litigation be brought in federal court. In 
fact, the FDAAA articulates an express preemption clause related to medical devices 
which provides that “no state...may establish or continue in effect with respect to a 
device...any requirement (1) which is different from, or in addition to, any require-
ment applicable under [the Food & Drug Act], and (2) which relates to the safety or 
effectiveness of the device or to any other matter included in a requirement appli-
cable to the device..” In Riegel v. Medtronic, the Supreme Court held that state-law 
tort claims against a manufacturer of an allegedly defective medical device, which 
had received premarket approval from the FDA, were preempted under 21 U.S.C.S. § 
360k(a) of the Medical Device Amendments of 1976 [76].

 Conclusions

The FDA is the federal agency to which the responsibility for the US cosmetic, 
food, drug, and device supply has been delegated by the Congress. Arguably, the 
depth and breadth of such single agency oversight may border on unmanageable. 
On the one hand, the demand for more rapid and expeditious release of drugs and 
devices which may positively impact human health and well-being is at odds with 
the risks of less than optimal testing and the legal liabilities associated with poten-
tial harms. The previous gold standard of multiphase trials and the reliance on the 
double-blinded randomized clinical trials as the basis for a demonstration of 
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reasonable safety and efficacy are devolving. The importance of devices and biolog-
ics is increasingly relevant as advances in genomics and proteomics allow us to 
target the innate variations in biologic makeup between individuals and thereby 
provide peronalized medicine. Finally, the laws regarding vaccines and vaccinations 
will continue to challenge not only our ethical and moral decisions but also the legal 
system and regulatory oversight environment. The laws and regulations relating to 
drugs, devices, and biologics is ever-evolving, and the regulations continue to be 
“forced” into effect by evolving technologies.
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Chapter 28
Ethical Principles and Laws Governing 
Clinical Research

Marcin Karcz

 Introduction

Clinical research is distinct from clinical practice in that each has different, yet not 
mutually exclusive, purposes, goals, and methods [1]. Clinical practice involves 
diagnosis, prevention, treatment, and care for a particular individual or group of 
individuals with the goal of meeting the health needs of and benefiting that indi-
vidual. Clinical practice is based on evidence or experience, is designed to enhance 
the patient’s well-being, and has a reasonable expectation of success. Usual meth-
ods in clinical practice are evidence-based and guided by standard practice and 
experience. The risks of interventions or procedures employed in clinical practice 
are justified by the prospect of therapeutic benefit to the individual. In contrast, 
clinical research aims to generate useful knowledge and is not designed to meet the 
health needs of, nor necessarily to benefit, individual patient participants. Although 
an individual may receive quality patient care and treatment when participating in 
research, this is not the goal of research, and much research does not directly benefit 
individual participants. Further, frequently used research methodologies, such as 
randomization, blinding, dose escalation, placebo controls, and others are rarely 
found and might be considered unacceptable, in clinical practice. In clinical 
research, some risk is justified by the importance of the knowledge to be gained 
rather than benefit to the individual participant.
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 Ethics and Clinical Research

There are several fundamental considerations that need to be considered when con-
ducting clinical research ethically. Clinical research is vital in generating practical 
knowledge useful for advancing or improving medical care and health, yet respect 
for the rights, welfare, dignity, and freedom of choice of individual humans is cru-
cial. Research with human beings is essential to improving and advancing medical 
care and providing health professionals with the knowledge and evidence necessary 
to appropriately and safely care for patients. The pursuit of knowledge through 
research should however be rigorous to inform effective and safe clinical practice. 
Progress would not be possible without rigorous clinical research. Conducting clini-
cal research designed to enhance the understanding of human health and illness may 
be more than a social good; arguably it is a social imperative [2]. Although progress 
in medical care and health is a societal good, some contend it is an optional good 
[3], and that other considerations, such as the primacy of the individual, should take 
precedence. Whether improvement in medical care or health through clinical 
research is an option or an imperative, limits are necessary. Human research partici-
pants are the means to securing practical knowledge, but because people should not 
be treated merely as a means to an end, but always as ends in themselves [4], the 
need to respect and protect human research participants is paramount. The primary 
ethical tension in clinical research, therefore, is that a few individuals are asked to 
accept some research burden, risk, or inconvenience to benefit others, including 
future persons and society. Ethical requirements aim to minimize the possibility of 
exploiting research participants by ensuring that they are treated with respect while 
contributing to the generation of knowledge, and their rights and welfare are pro-
tected throughout the process of research.

 Historical Overview of Ethical Perspectives 
in Clinical Research

There was little basis for a distinction between experimentation and therapy histori-
cally because most therapy was experimental, and systematic evidence of the effec-
tiveness of medical interventions was rare [5]. Experimental therapies were used in 
the hopes of benefiting ill patients, but such therapy frequently contributed to or 
caused morbidity or mortality. Systematic research was sporadic. Most researchers 
were medical practitioners, motivated to do what they thought best for their patients, 
and trusted to do the right thing. Fraud and abuse were minimized to some extent 
through peer censorship because no specific codes of ethics, laws, or regulations 
governed the conduct of research. Early regulations, such as the Pure Food and 
Drug Act of 1906 in the United States, prohibited unsubstantiated claims on medi-
cine labels. Yet, research began to grow as an enterprise only after the development 
of early antibiotics such as penicillin and the passage of the Food, Drug, and 
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Cosmetic Act in 1938, which required evidence of safety before a product was mar-
keted [6].

 Societal Benefits

There was a dramatic shift in clinical research around the time of the Second World 
War, with tremendous growth in the research enterprise. Pharmaceutical companies 
were established; large amounts of both public and private money were devoted to 
research; and research became increasingly centralized, coordinated, standardized 
in method, and valued. Human subject research entered what has since been 
described as an unashamedly utilitarian phase [7]. Individuals often were included 
in research because they were available and marginalized, and seen as making a 
contribution to society. The federal government and the pharmaceutical industry 
supported intensive research efforts to develop vaccines and antibiotics for infec-
tious diseases to help soldiers, as infectious diseases were a significant problem for 
the armed services. During this era, research was commonly conducted in prisons, 
orphanages, and homes for the emotionally or developmentally disturbed, as well as 
with other institutionalized groups. The distinction between research and therapy 
was fairly clear: subjects not necessarily in need of therapy were accepting a per-
sonal burden to make a contribution to society. A utilitarian justification served as 
the basis of claims that some individuals could be used for the greater common 
good. Revelations of Nazi medical experiments and war crimes, and the Nuremberg 
trial of Nazi doctors, raised public and professional concerns about the justification 
and scope of research with human subjects [8].

 Human Subject Protection in Research

Stories of abuse of human subjects in the late 1960s and early 1970s in the United 
States led to intense scientific and public scrutiny and reflection, and debate about 
the scope and limitations of research involving human subjects. A renowned Harvard 
anesthesiologist, Henry Beecher, published a landmark article in the New England 
Journal of Medicine in 1966 [9] highlighting ethical problems in 22 research studies 
conducted in reputable US institutions. Exposition of studies such as the hepatitis B 
studies at Willowbrook, the U.S. Public Health Service Tuskegee syphilis studies, 
and others generated intense public attention and concern. Congressional hearings 
and action led to passage of the 1974 National Research Act and establishment of 
the US National Commission for the Protection of Human Subjects of Biomedical 
and Behavioral Research [10]. This extremely influential body authored multiple 
reports and recommendations about clinical research, including reports on research 
with children and on institutional review boards. Included in its legacy is the 
Belmont Report, in which ethical principles underlying the conduct of human 
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subject research and their application are explained [11]. The Commission’s work 
emphasized the need to protect individuals participating in research from potential 
exploitation and harm, and provided the basis for subsequent federal regulations 
codified in 1981  in Title 45, US Code of Federal Regulations, Part 46, titled 
“Protection of Human Subjects,” and similar FDA regulations. In 1991, the 
Department of Health and Human Services regulations became the currently opera-
tive Common Rule [12], which governs the conduct of human subject research 
funded by 17 US federal agencies. The major thrust of these federal regulations and 
of many existing codes of research ethics continues to be protection of subjects 
from the burdens and harms of research.

 Benefits of Research in General

Public perspectives on clinical research were altered by events in the late 1980s and 
the 1990s. It was asserted by some vocal activists that research participation, rather 
than simply harm to be protected from, can actually offer advantages that individu-
als want access to [13]. According to this perspective, as adopted by human immu-
nodeficiency virus (HIV) and breast cancer activists and others, participation in 
research is a benefit, protectionism is discrimination, and exclusion from research 
can be unjust. Empirical studies have demonstrated that oncology patients, for 
example, who participate in clinical trials benefit through improved survival [14, 
15]. Activism and changes in public attitudes about research led to substantive 
changes in the way research is done and drugs are approved. In addition to the pos-
sible benefits of participation for individuals, it was claimed that certain tradition-
ally underrepresented groups were being denied the benefits of the application of 
knowledge gained through research [16]. Since 1994, the US National Institutes of 
Health (NIH) has required that those who receive research funding must include 
previously underrepresented women and ethnic minorities [17]. Since 1998, NIH 
guidelines have required the inclusion of children in research or justification for 
their exclusion [18].

 Research Benefits for the Community

The growth of genetics research in subsequent years, as well as research with stored 
biospecimens and data, and international collaborative research have highlighted 
the value of greater public and community involvement in research. Clinical research 
is a collaborative social activity that requires the support and investment of involved 
communities, and it also comes with inherent risks and potential benefits for com-
munities and groups. As such, involvement of the community in helping to set 
research priorities, in planning and approving research, in evaluating risks and ben-
efits during and after a trial, and in influencing particular aspects of recruitment, 
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informed consent, and the realization of community benefits demonstrates respect 
for the community and can facilitate successful research.

 Research Ethics and Regulations Codes

Several influential documents have helped to shape our sense of the contours of 
ethical research throughout history. Most were written in response to specific crises 
or historical events, yet all have accepted an underlying assumption that research, as 
a means to progress in medical care or health is a social good. The Nuremberg 
Code, a ten-point code on the ethics of human experimentation, was written as the 
concluding part of the judgment at the Nuremberg Trials (1949) [19]. Established in 
response to Nazi experimentation, the Nuremberg Code recognized the potential 
value of research knowledge to society but emphasized the absolute necessity of 
voluntary consent of the subject. The Nuremberg Code established that ethical 
research must prioritize the rights and welfare of the subject. Most subsequent codes 
and guidelines for the ethical conduct of research have maintained this emphasis 
and all have incorporated requirements for informed consent. The World Medical 
Assembly (WMA) introduced the Declaration of Helsinki in 1964 as a guide to the 
world’s physicians involved in human subject research [20]. The Declaration of 
Helsinki recognizes that some, but not all, medical research is combined with clini-
cal care and emphasizes that patients’ participation in research should not put them 
at a disadvantage with respect to medical care. The Declaration of Helsinki also 
recognizes legitimate research with people who cannot give their own informed 
consent, such as children and the cognitively impaired, but for whom informed 
permission could be obtained from a legal guardian. The Declaration of Helsinki 
has had considerable influence on the formulation of international, regional, and 
national legislation and regulations governing clinical research. The Declaration of 
Helsinki has been revised multiple times by the WMA and is considered a living 
document. Certain provisions of the Helsinki Declaration, such as post trial obliga-
tions and the use of placebo controls, have been topics of continued debate among 
international researchers. The Belmont Report, published by the US National 
Commission for the Protection of Human Subjects of Biomedical and Behavioral 
Research, describes three broad ethical principles that guide the conduct of research 
and form the “basis on which specific rules could be formulated, criticized, and 
interpreted” [11]. These three principles are respect for persons, beneficence, and 
justice. Respect for persons requires respect for the autonomous decision-making of 
capable individuals as applied in the process of informed consent and also calls for 
protection of those with diminished autonomy. Beneficence requires protecting 
individuals from deliberate and unnecessary harm, as well as maximizing benefits 
and minimizing harms, and is applied to clinical research through careful risk/ben-
efit evaluation. Justice demands a fair distribution of the benefits and burdens of 
research and is applied in the Belmont Report to fairness in the processes and out-
comes of selecting research subjects.
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In 1982, the Council of International Organizations of Medical Sciences 
(CIOMS), in conjunction with the World Health Organization (WHO), issued 
International Ethical Guidelines for Biomedical Research Involving Human 
Subjects, which were subsequently revised [21]. The CIOMS guidelines acknowl-
edge that background circumstances sometimes differ between low-income, middle- 
income, and high-income countries, and there may be differences in the primacy of 
focus on the individual and individual rights. CIOMS set out to apply the Helsinki 
principles to the “special circumstances of many technologically developing coun-
tries.” CIOMS adopted the three ethical principles spelled out in the US National 
Commission’s Belmont Report and maintains most of the tenets of Nuremberg and 
Helsinki but has provided additional and valuable guidance and commentary on 
externally sponsored research and research with vulnerable populations. The 2015 
revision restructures and expands many previously existing guidelines and adds new 
guidelines on compensation for research-related injury, research with stored bio-
specimens and data, and implementation science, among others [21].

Federal regulations found in Title 45, US Code of Federal Regulations (USCFR), 
Part 46 (45CFR46) [12], were propagated in 1981 for research funded by Department 
of Health and Human Services (DHHS) and at Title 21 USCFR, Part 50 and 56 for 
the US Food and Drug Administration (FDA) [22]. FDA regulations are similar, but 
not identical, to those found in the Common Rule [23]. Compliance with these and 
other FDA regulations is required for research investigating FDA-regulated prod-
ucts, such as drugs, biologics, and medical devices. DHHS regulations were 
extended in 1991 as the Federal Common Rule, applicable to research funded by 17 
US federal agencies (not including the FDA). Based on recommendations of the 
National Commission, the Common Rule stipulates both the membership and the 
function of IRBs, and the criteria that an IRB should apply when reviewing a 
research protocol to determine whether to approve it. The Common Rule also delin-
eates the information that should be included in an informed consent document, 
how consent should be documented, and criteria for waiver or alteration of informed 
consent. Subparts B, C, and D of 45CFR46 describe additional protections for 
DHHS-funded research with fetuses and pregnant women, prisoners, and children, 
respectively. In 2017, a final revision to the Common Rule was published in the 
Federal Register, with the most extensive changes to the Common Rule since 1991 
[24]. The International Conference on Harmonization (ICH) sought to harmonize 
regulatory guidelines for product registration trials for the United States, the 
European Union, and Japan. The ICH Good Clinical Practice (GCP) Guidelines 
provide widely accepted guidance promoting the ethical conduct of research and 
reporting of accurate and reliable data [25]. The World Health Organization pro-
duced good clinical research guidelines that incorporated ICH Good Clinical 
Practice (GCP) Guidelines and also included types of clinical research beyond drug 
registration trials [26]. Countries around the world to guide the conduct of research 
are adopting good clinical practice guidelines.
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 Bioethical Perspectives in Research

The historical evolution of clinical research ethics and the development of guide-
lines and regulations were largely in response to particular events or scandals. The 
Nuremberg Code, for example, was a response to atrocities performed by Nazi 
research doctors during the Second World War. The formation of the National 
Commission for the Protection of Human Subjects of Biomedical and Behavioral 
Research was in response to revelations of the U.S. Public Health Service syphilis 
studies in Tuskegee. The systems for protection of human subjects, the focus of the 
ethics of clinical research, and the existing regulations grew out of these efforts. 
Another essential way to inform our thinking about the ethics of clinical research, 
and one that has gained traction in recent decades, is research on bioethical ques-
tions. Bioethics research is usually conducted using one or more of the following 
methodologies: historical inquiry, conceptual analysis, empirical studies, or policy 
analysis [27]. Bioethics research on voluntariness, an essential part of informed 
consent, could better our understanding of what voluntariness means and how to 
maximize it in the process of informed consent. Such research might include an 
analysis of the concept. Recognizing that all decisions and actions can be influenced 
by one’s understanding, previous experiences, religion and culture, and the influ-
ences of respected others, distinguishing what makes a choice sufficiently voluntary 
from a choice that is controlled is important. Conceptual bioethics research also 
might examine the concepts of coercion, undue influence, and manipulation, which 
are different possible controlling influences [28]. Empirical research might seek to 
elucidate how people actually choose research participation, what sources of influ-
ence and pressure they identify, whether they perceive they could say no to partici-
pation and under what circumstances, experiences of manipulation or undue 
influence, and other phenomena. Requirements for rigorous and ethical research on 
topics in bioethics are similar to those for ethical clinical research.

 Outline of Ethical Principles in Clinical Research

A systematic outline of principles for ethical clinical research was derived from 
guidance provided in various ethical codes, guidelines, literature, and bioethics 
research. This proposed summary of principles is meant to apply sequentially and 
universally to clinical research [29]. According to this outline, ethical clinical 
research should satisfy the following requirements: social or scientific value, scien-
tific validity, fair subject selection, favorable risk/benefit ratio, independent review, 
informed consent, and respect for enrolled subjects [30]. Application of these prin-
ciples to specific cases will always involve judgment and specification on the part of 
investigators, sponsors, review boards, and others involved in clinical research.
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 The Principal of Scientific Value and Validity

The first requirement of ethical research is that the research question must be worth 
asking, that is, the question must have potential social, scientific, or clinical value. 
The anticipated usefulness of knowledge to be gained in understanding or improv-
ing health or health care is the core of determining value and not whether study 
results are positive or negative. A study should have sufficient social value to justify 
asking individuals to assume risk or inconvenience in research and to justify the 
expenditure of resources [31]. A valuable research question then ethically requires 
validity and rigor in research design and implementation to produce valid, reliable, 
interpretable, and generalizable results. Poorly designed research, for example, with 
an inappropriate design, inadequate power, insufficient or sloppy data, or inappro-
priate or unfeasible methods is harmful because human and material resources are 
wasted and individuals are exposed to risk for no benefit [30].

 The Principle of Subject Selection

Fair subject selection requires that subjects be chosen for participation in clinical 
research based first on the scientific question, balanced by considerations of risk, 
benefit, and vulnerability. As described in the Belmont Report, fairness in both the 
processes and the outcomes of subject selection prevents exploitation of vulnerable 
individuals and populations and promotes equitable distribution of research burdens 
and benefits. Fair procedures means that investigators should identify groups or 
individuals who would be appropriate for scientific reasons, that is, for reasons 
related to the problem being studied and justified by the design and the particular 
questions being asked not because of their easy availability or manipulability, or 
because subjects are favored or disfavored [11]. Extra care should be taken to justify 
the inclusion of vulnerable subjects, as well as to justify excluding those who stand 
to benefit from participation. Exclusion without adequate justification can be unfair; 
therefore, eligibility criteria should be as broad as possible, consistent with the sci-
entific objectives and the anticipated risks of the research. Distributive justice is 
concerned with a fair distribution of benefits and burdens; thus, expected benefit and 
burden in a particular study is an important consideration for subject selection. 
Scientifically appropriate individuals or groups may be fairly selected consistent 
with attention to equitably distributing benefits and burdens, as well as minimizing 
risks and maximizing benefits.

Persons are considered vulnerable when their ability to protect or promote their 
own interests is compromised, often because of an impaired capacity to provide 
informed consent. Although disagreement remains about the meaning of vulnerabil-
ity in research and who is actually vulnerable [32], there is support for the idea that 
among scientifically appropriate subjects, the less vulnerable should be selected 
first. For example, an early drug safety study should be conducted with adults before 
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children, and with consenting adults before including those who cannot consent. 
Certain groups, such as pregnant women, fetuses, prisoners, and children, are fur-
ther protected by specific regulations requiring additional safeguards in research. 
According to US regulations, determination of the permissibility of research with 
children depends on the level of research risk and the anticipated benefits. 
Accordingly, research that poses minimal risk to children is acceptable; however, 
research with more than minimal risk must be counterbalanced by a prospect of 
direct therapeutic benefit for the children in the study. Research with small amounts 
of additional risk (minor increment over minimal), but without the prospect of direct 
therapeutic benefit for the children, can sometimes be justified by the importance of 
the question for children with the disorder under study.

Finally, research without a prospect of benefit that poses greater than minimal 
risk to participating children can only be conducted if approved by a special panel 
convened by the US Secretary of the DHHS [33]. Enrolling children in research also 
requires permission from their parents or legal guardians, along with the child’s 
assent whenever possible. Fair subject selection also requires considering the out-
comes of subject selection. As an example, if women, minorities, or children are not 
included in studies of a particular intervention, then study results may be difficult to 
apply to these groups in practice, and interventions could actually be harmful. 
Therefore, study populations recruited for research should be representative of the 
populations likely to use the strategies tested in the research [34]. Similarly, it has 
been argued that justice requires subjects to be among the beneficiaries of research. 
This means that subjects should be selected as participants in research from which 
they or others like them can benefit and should not be asked to bear the burdens of 
research from which they can reap no benefits. This understanding of justice has 
raised important and challenging questions in the conduct of collaborative interna-
tional research. Some have argued that if an experimental drug or vaccine is found 
effective in a certain tested population, there should be prior assurance that popula-
tion will have access to the drug or vaccine [35]. Alternatively, subjects or commu-
nities should be assured of and involved in negotiation about fair benefits derived 
from research that are not necessarily limited to the benefits of available products of 
research [36].

 Risk/Benefit Assessment in Research

The ratio of risks to benefits in research is favorable when risks are justified by 
benefits to participants or to society, and when research is designed in a way that 
minimizes risk and enhances benefit for participating subjects. The ethical principle 
of beneficence obliges that people are protected from deliberate or unnecessary 
harm and obtain maximal benefits. A widely accepted principle states that one 
should not deliberately harm another individual regardless of the benefits that might 
be made available to others as a result. However, as the Belmont Report reminds us, 
offering benefit to people and avoiding harm requires learning what is of benefit and 
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what is harmful, even if in the process some people may be exposed to the risk of 
harm. To a great extent, clinical research is an activity designed to learn about the 
benefits and harms of unproven methods of diagnosing, preventing, treating, and 
caring for human beings. The challenge for clinical investigators and review groups 
is to decide in advance when it is justifiable to seek certain benefits despite the 
research risks, what level of risk is acceptable, whether risks have been minimized 
to the extent possible, and when it is better to forego the possible benefits because 
of the risks. This is called a risk/benefit assessment. The calculation and weighing 
of risks and benefits in research can be complicated. When designing a study, inves-
tigators consider whether the inherent risks are justified by the expected value of the 
information and any possible benefit to the participants. Studies should be designed 
so that risks to participants are minimized and benefits are enhanced. When review-
ing a study, an IRB identifies possible risks and benefits and determines whether the 
relationship of risks to benefits is favorable enough that the proposed study should 
go forward or instead be modified or rejected. When reviewing studies with little or 
no expected benefit for individual subjects, the IRB determines whether the antici-
pated risks or burdens to study subjects are justified only by the potential value of 
the knowledge to be gained, a particularly challenging risk/benefit assessment. 
Prospective subjects make their own risk/benefit assessment of whether the risks of 
participating in a given study are acceptable to them and are worth their participa-
tion. A risk/benefit assessment can include consideration of many types of risks and 
benefits, including physical, psychological, social, economic, and legal. For exam-
ple, in a genetics study, physical risks may be limited to a blood draw for example, 
so assessment of potential psychological and social risks is more important. 
Investigators, reviewers, and potential subjects may not only have dissimilar per-
spectives about research but also are likely to assign different weights to risks and 
benefits. For example, IRBs consider only health-related benefits of the research in 
justifying risks, whereas subjects are likely to consider access to care and financial 
compensation as important benefits that may tip the balance in favor of participa-
tion. Acknowledging that risk/benefit assessment is not a straightforward or easy 
process does not in any way diminish its importance. An important step in evaluat-
ing the ethics of clinical research involves not only careful attention to potential 
benefits to individuals or society of a particular study in relation to its risks, but also 
consideration of the risks of not conducting the research.

 Independent Review of the Risks of Research

Independent review is a process that allows evaluation of the research for adherence 
to established ethical guidelines by individuals with varied expertise and no per-
sonal or business interests in the research. Such a review is carried out by an IRB or 
research ethics committee (REC). Using criteria detailed in US federal regulations 
[12, 22], IRBs evaluate the value of doing the study, the risks involved, the fairness 
of subject selection, whether the risks have been sufficiently minimized and are 
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justified, and the plans for obtaining informed consent. They then decide whether to 
approve a study, with or without modifications, to table a proposal for major revi-
sions or more information, or to disapprove a study as unacceptable. Independent 
review of the risks of proposed research by someone other than the investigator has 
been described as a central protection for research participants [37]. Nonetheless, 
there is concern that the current IRB system in the United States is outdated given 
the current profile of clinical research, and also is bureaucratic, beset with conflicts, 
and in need of reform [38]. Both the 2017 revisions to the Common Rule and recent 
NIH policy require single IRB review for domestic multisite studies [24, 39].

 The Principle of Informed Consent

Once a proposal is deemed valuable, valid, with acceptable risks in relation to ben-
efits and fair subject selection, individuals are recruited and are asked to give their 
informed consent. The process of informed consent shows respect for persons and 
their autonomy, giving prospective subjects the opportunity to make autonomous 
decisions about participating and remaining in research, and respecting their choices 
about participation. We show lack of respect when we do not provide the necessary 
information to make a considered judgment, pressure an individual to make a par-
ticular judgment or deny him or her the freedom to act on judgments. The process 
of informed consent involves the following: disclosure of study information, com-
prehension of the information, voluntariness with respect to the decision, and autho-
rization [40]. Information provided to subjects about a research study should be 
adequate, balanced, and presented in an understandable manner. Information should 
be provided in the language of the subject, at an appropriate level of complexity 
given the subject’s age, educational level, and culture. US federal regulations detail 
the types of information that should be included in informed consent [12, 22]. This 
is essentially information that a reasonable person needs to know to make an 
informed decision about initial or ongoing research participation. Ideally, individu-
als receive the necessary information, understand it, process it in the context of their 
own situation and life experiences, and make a voluntary choice free from coercion 
or undue influence. The process of initial research informed consent usually culmi-
nates with the signing of a consent form. However, respect for persons requires that 
subjects continue to be informed throughout a study and are free to modify or with-
draw their consent at any time.

Although widely accepted as central to the ethical conduct of research, achieving 
informed consent is challenging. Determining the appropriate amount and complex-
ity of information for disclosure is not straightforward. Written consent documents 
have become long and complex, and large amounts of information may actually 
hinder understanding by subjects. Scientific information is often complex, research 
methods are unfamiliar to many people, and subjects have varying levels of educa-
tion, understanding of science, and knowledge about their diseases and treatments, 
and are dissimilar in their willingness to enter into dialogue. Besides the amount 
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and detail of information, understanding may be influenced by who presents the 
information and the setting. In some cases, information may be more accessible to 
potential subjects if presented in group sessions or through print, video, or other 
media presentations. Determining whether a subject has the capacity to consent and 
understands the particular study information is challenging. Capacity to provide 
consent is study specific. Individuals who are challenged in some areas of decision- 
making may still be capable of consenting to a particular research study. Similarly, 
individuals may not have the capacity to consent to a particular study, even if gener-
ally able to function in other areas of their lives. Assessing capacity might take into 
account an individual’s educational level and familiarity with science and research, 
as well as evidence of cognitive or decisional impairment. In some but not all cases, 
mental illness, depression, sickness, desperation, or pain may interfere with a per-
son’s capacity to understand or process information.

Empirical research on informed consent shows that participants do not always 
have a good understanding of the purpose or potential risks of the research studies 
for which they gave their consent [41]. Informed consent to participation in research 
should be voluntary, and free of controlling influences, coercion, and undue influ-
ence [40]. Terminal or chronic illness, exhaustion of other treatment options, and 
lack of health insurance may limit a participant’s options but do not necessarily 
render decisions involuntary. Payment and other incentives, trust in health care pro-
viders, dependence on the care of clinicians, family pressures, and other factors 
commonly influence decisions about research participation. Most of the time, these 
are acceptable influences, but some worry that under certain circumstances, they 
can become controlling. Given these multiple factors, it is important to ensure that 
prospective subjects have and perceive that they have the option to say no to research 
participation and to do so with impunity. Research has demonstrated that active and 
ongoing dialogue and discussion between the research team and subjects, opportu-
nities to have questions answered, waiting periods between the presentation of 
information and the actual decision to participate, the opportunity to consult with 
family members and trusted others, a clear understanding of alternatives, and other 
strategies can serve to enhance the process of informed consent [42, 43].

 Participant Respect in Research

Research participants deserve continued respect after enrollment, throughout the 
duration of the study, and when the study ends. Respect for subjects is demonstrated 
through appropriate clinical monitoring and attention to participants’ well-being 
throughout the study. Adverse effects of research interventions and any research- 
related injuries should be treated. Private information collected about subjects 
should be handled confidentially, and participants informed about the limits of con-
fidentiality. Research subjects should be reminded of their right to withdraw from 
the research at any time without penalty. A change in clinical status or life circum-
stances, as well as new information from the study or other studies, may be relevant 

M. Karcz



585

to a person’s willingness to continue participation. Investigators should make plans 
regarding the end of the trial, including participants’ continued access to successful 
interventions when indicated and to study results after the study is finished.

 Ethical Principles Governing Randomized Controlled Trials

Randomized controlled trials (RCTs) remain the principal method and gold stan-
dard for demonstrating safety and efficacy in the development of new drugs and 
biologics, and other interventions. An RCT has several characteristic features. RCTs 
are controlled, randomized, and usually blinded, and the significance of the results 
is determined statistically according to a predetermined algorithm. An RCT typi-
cally involves comparison of two or more interventions to demonstrate that they are 
similar or that one is superior in the treatment, diagnosis, or prevention of a specific 
disorder. RCTs present a spectrum of unique ethical problems [44]. The ethical 
justification to begin an RCT is usually described as that of a null hypothesis, also 
often referred to as clinical equipoise [45]. In an RCT comparing two interventions, 
clinical equipoise is satisfied if there is no convincing evidence about the relative 
merits of each of the interventions. The goal of an RCT is therefore to provide cred-
ible evidence about the relative value of each intervention. Equipoise rests on a 
therapeutic commitment that patients should not receive a treatment known in 
advance to be inferior, nor should they be denied effective treatment that is other-
wise available. Doubt based on lack of evidence about which intervention is supe-
rior justifies giving subjects an equal chance to get either one and makes it ethically 
acceptable to assign half or some portion of subjects to different treatments pro-
vided in an RCT. There remains some disagreement about the meaning, justifica-
tion, and application of equipoise in clinical research. Some argue that equipoise is 
based on a mistaken confluence of research with therapy and therefore should be 
abandoned [46]. Another controversy in RCTs involves what should count as con-
vincing evidence. Some worry that the common acceptance of statistical signifi-
cance at the P = 0.05 level potentially discounts clinically significant observations. 
Statisticians recently criticized overreliance and misuse of the p-value, reiterating 
that it cannot tell you the probability that results are true or due to random chance, 
but only the probability of seeing results given a particular hypothetical explanation 
[47]. People also disagree about the extent to which preliminary data, data from 
previous studies, data from uncontrolled studies and pilot studies, and historical 
data do or should influence the balance of evidence. In some cases, the existence of 
these other types of data may make equipoise impossible. However, data from 
small, uncontrolled, or observational studies can lead to false or inconclusive 
impressions about safety or efficacy. RCTs are usually monitored by data and safety 
monitoring committees who see data at specified time points during the trial and can 
recommend altering or stopping a trial based on prespecified boundaries for safety, 
efficacy, or futility [48].
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Another important scientific and ethical consideration in RCTs is the selection of 
outcome variables by which the relative merits of an intervention will be deter-
mined. Different conclusions may be reached depending on whether the efficacy of 
an intervention is a measure of survival or of tumor shrinkage, symptoms, surrogate 
end points, quality of life, or some composite measure. The choice of end points in 
a clinical trial is never simply a scientific decision. In an RCT, subjects are assigned 
to treatment through a process of randomization, rather than on the basis of indi-
vidual needs and characteristics. The goal of random assignment is to control for 
confounding variables by keeping two or more treatment arms similar in relevant 
and otherwise uncontrollable aspects. Also, RCTs are often single blind (subject 
does not know which intervention he or she is receiving) or double blind (both sub-
ject and investigator are blinded to the intervention). Random assignment and blind-
ing are methods used in clinical trials to reduce bias and enhance study validity. 
Although compatible with the goals of an RCT, random assignment to treatment 
and blinding to treatment assignment may seem incompatible with the best interests 
or autonomy interests of the patient-subject. In some placebo-controlled blinded 
studies, both subjects and investigators can guess (often because of side effects) 
whether they are receiving active drug or placebo, potentially thwarting the goal of 
reducing bias [49].

The necessity and adequacy of blinding and randomization should be assessed in 
the design and review of each proposed research protocol. When randomization and 
blinding are deemed useful and appropriate for a particular protocol, there are two 
ethical considerations, which need to be considered. The first being the preferences 
for an intervention and information about which intervention a subject is receiving 
may be relevant to autonomous decisions. The second consideration is that the 
information which intervention the subject is receiving may be important in manag-
ing an adverse event or a medical emergency. With respect to the first concern, 
subjects should be informed about the purpose of the research and should be asked 
to consent to random assignment and a temporary suspension of knowledge about 
which intervention they are receiving. To balance the need for scientific objectivity 
with respect for a research subject’s need for information to make autonomous deci-
sions, investigators should provide subjects with adequate information about the 
purpose and methods of randomization and blinding. Subjects are asked to consent 
to a suspension of knowledge about their treatment assignment until completion of 
the protocol or some other predetermined point, at which time they should be 
informed about which intervention they received in the clinical trial. In some cases, 
knowledge of which medications a subject is receiving may be important in the 
treatment of adverse events or other medical emergencies. To balance the need for 
scientific objectivity with concern for subject safety, investigators should consider 
in advance the conditions under which a blind may be broken to treat an adverse 
event. Specifically, the protocol should specify where the code will be located, the 
circumstances, if any, under which the code will be broken, who will break it, how 
the information will be handled, and how breaking of a blind will influence the 
analysis of data.
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Research subjects should always have information about whom they should con-
tact in the event of an emergency. The IRB should be satisfied that these plans pro-
vide adequate protection for patient safety. Plans also should be made for what will 
happen at the end of a trial. Some argue that those who volunteer for RCTs, espe-
cially in externally sponsored international research, deserve assurance in advance 
about access to interventions proven to be beneficial in the RCT.  Investigators 
should plan for whether and how subjects randomized to an intervention that is 
benefiting them will continue to receive that intervention, and how those random-
ized to the inferior intervention might be given an opportunity to receive the better 
one. Considerable disagreement remains regarding the extent of the obligation of 
researchers or sponsors to ensure post trial access. A participant may be concerned 
about participating in an RCT if one of the potential treatment assignments is pla-
cebo. Some people perceive randomization to placebo in clinical trials as problem-
atic because it potentially deprives the individual of treatment that he or she may 
need. On the other hand, without proof of the safety and efficacy of an experimental 
treatment, it is possible that those randomized to placebo are simply deprived of 
potentially toxic side effects or of a useless substance [50]. Scientifically, compari-
son of an experimental drug to placebo can allow efficient and rigorous establish-
ment of efficacy. The alternative is an RCT that compares the investigational drug 
to an already established therapy, if one exists, which can be designed to test supe-
riority or non-inferiority of the two agents – that is if the experimental drug is simi-
lar to the standard therapy control within a non-inferiority margin. Some authors 
suggest that both scientific design and possible risk to subjects should be determi-
nants of the acceptability of placebo [51]. Most accept that the use of a placebo 
control in research is justified under the following circumstances: (1) there is no 
proven effective treatment for the condition under study; (2) withholding treatment 
poses negligible risks to participants; (3) there are compelling methodological rea-
sons for using placebo, and withholding treatment does not pose a risk of serious 
harm to participants; and, more controversially, (4) there are compelling method-
ological reasons for using placebo, the research is intended to develop interventions 
that can be implemented in the population from which trial participants are drawn, 
and the trial does not require participants to forgo treatment they would otherwise 
receive [52]. Most agree, however, that if the outcome for the patient of no treatment 
or placebo treatment is death, disability, or serious morbidity, a placebo control 
should not be used [53].

 Conclusion

Ethical principles and guidance related to the conduct of clinical research with 
human participants help to minimize the possibility of exploitation and promote 
respect for and protection of the rights and welfare of individuals who serve as 
human subjects of research. This chapter has reviewed the historical evolution of 
research ethics, a systematic ethical framework for the conduct of clinical research, 
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and ethical considerations of some of the unique features of RCTs. In addition to 
adherence to principles, codes of ethics, and regulations, the ethical conduct of 
human clinical research depends on the thoughtfulness, integrity, and sagacity of all 
involved. Scientific validity is important to evaluating the ethics of clinical research. 
Without rigorous scientific validity, the research outcomes are not reliable so per-
sons are unnecessarily asked to accept risk and burden. Unethical research however 
can actually cause death. Individuals thus harmed through participation in research 
where there are breaches in ethical practice, should be compensated and efforts 
must be made by the research sponsors to assist them with any resulting health 
problems. In addition, affected patients should be made aware of the nature of the 
unethical practice and any ongoing effects fully explained to them. It should always 
be remembered that at center of the research method is the importance of good ethi-
cal practice, honesty, and professional integrity. The scientific community should 
always adhere to exemplary ethical standards of intellectual honesty in the conduct, 
formulation, and reporting of medical research.
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Chapter 29
State of Emergency: The Laws Governing 
Natural Disasters and Other Mass 
Casualty Incidents

James E. Szalados

 Disasters and Mass Casualty Events

A “mass casualty incident” (MCI), also referred to as a multiple-casualty incident 
or multiple-casualty situation, may occur as a result of natural disasters, epidemics, 
large-scale industrial disasters, or acts of violence.

The term “disaster” refers to a low-probability but high-impact event which 
causes a large number of individuals to become acutely ill or injured. Recent exam-
ples of natural disasters include, the impact of Hurricane Katrina on the east coast 
of the United States in 2005, the 2010 earthquake in Haiti, or the Australian fires of 
2019. Recent outbreaks of infectious diseases include Ebola, cholera, measles, 
Middle East respiratory syndrome (MERS), and the 2020 COVID-19 (SARS-CoV-2 
or 2019-nCoV) coronavirus. Notable recent industrial disasters include the nuclear 
meltdown at the Chernobyl nuclear power plant in Prypiat, Ukraine, in 1986, and 
the 1984 leak of methyl isocyanate at Union Carbide in Bhopal, Madhya Pradesh, 
India. In some cases, a natural disaster occurs which then directly causes an indus-
trial disaster, such as the 2011 Tōhoku, Japan, earthquake and tsunami which pre-
cipitated the Fukushima Daiichi nuclear accident. Finally, overwhelming acts of 
civilian terrorism and violence may perhaps be best highlighted by the Tokyo sub-
way sarin attack of 1995 and the 9/11 World Trade Center bombing in Manhattan, 
New York.
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Terrorist threats are generally classified into five categories: chemical, biologi-
cal, radiological, nuclear, and explosive (CBRNE). Some events are sudden, some 
evolve slowly, some are silent and insidious, and some sudden events produce lin-
gering effects, such as toxins or radiation. The common features of MCIs are that 
they (a) cause widespread fear and sometimes panic, (b) disrupt the public infra-
structure, and (c) overwhelm healthcare resources. Indicators and triggers represent 
the information and actions taken at specific thresholds that guide incident recogni-
tion, response, and recovery.

There is no absolute definition or specific criteria for an MCI. US Federal statute 
defines a mass killing as three or more persons killed in a single incident [1]. The 
Department of Justice, Community Oriented Policing Services Division, defines 
MCI to be an event in which four or more individuals are shot, whether wounded or 
killed, excluding the perpetrator [2].

In the healthcare context, the number of casualties in an MCI is less critical than 
is the ratio of immediately presenting acute casualties to available resources; for 
example, resource limitation may be a result of providers, operating rooms, mechan-
ical ventilators, isolating rooms, blood or blood products, medications, or beds. 
Thus, a smaller medical center, or a smaller community, may be more easily over-
whelmed than a university medical center in a larger metropolitan city. A healthcare- 
centric definition of an MCI may best be therefore an event that overwhelms the 
local healthcare system. In an MCI, the number of acutely injured or sick rapidly 
and acutely overwhelms all available local healthcare resources and capabilities in 
a very short period of time [3]. Thus, the definition of an MCI is partially contextual, 
depending on the availability and flexibility of resources; however, the outcomes 
will largely depend on the extent of preparedness.

The definition of a “mass effect incident” (MEI) is one which acutely affects the 
ability of an organization to continue its normal operations, such as the delivery of 
routine healthcare services in such a way as to hinder their ability to accommodate 
surge capacity. MEIs can be more insidious than MCIs since they may not receive 
widespread media attention and may not precipitate the imminent sense of urgency 
of MCIs; nonetheless, MEIs can seriously impact the health and welfare of medi-
cally fragile persons, especially the very young, the aged, and those with chronic 
health conditions requiring continuous support and resources. The 2020 COVID-19 
(SARS-CoV-2 also referred to as 2019-nCoV) coronavirus pandemic was an exam-
ple of an MEI since the disease was relatively unrecognized as an emerging lethal 
pandemic for a long period of time, thereby facilitating its global spread and conta-
gion. Thus, COVID-19 was not declared a pandemic until it was well established 
internationally rapidly escalating in an unprepared world.

In order to retain system functionality in a time of chaos, advance preparation is 
essential. Situational awareness facilitates accurate perception and comprehension 
of the circumstances, not only within the active arena but also with respect to avail-
able local, state, regional, and federal resources and support. Whereas provider 
focus may be on casualty management, adjunct administrative and legal perspec-
tives are essential to maintain operational integrity and coordination both within the 
hot zone and with external resources. It is imperative that all healthcare profession-
als be aware of state and federal emergency management resources and support, as 
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well as the regulatory and legal authorities under which response operations are 
conducted [4]. Providers must also know and understand their roles within the hos-
pital and the community. The Hospital Emergency Incident Command System 
(HEICS) is an example of a hospital-scaled NIMS which can facilitate internal pre-
paredness and coordination within a standardized structure approach disaster man-
agement. In turn, hospitals must be prepared to interface with their relevant incident 
command at all levels; to deal with transitions, including local, state, and federal 
levels; and to interface with referring community clinics and hospitals, public 
health, and EMS.

Coordination of actions during a crisis requires teamwork and leadership. 
Teamwork during a crisis [Chapter 8] requires the effective participation of support 
staff, professionals and specialists, administrators, attorneys, and local, regional, 
and or national incident command leadership. Teamwork can make the difference 
between chaos and an effective mission. There are two main types of leadership 
styles: directive, such as a military chain of command, and empowering that is more 
common in groups of professionals. More recent leadership theories postulate that 
empowering (shared) leadership is more effective when tasks are complex; since it 
is more important it is that team members be empowered and engaged, and share 
responsibility for the management of information, communication, and adaptability 
to achieve success [5]. However, the response is coordinated and must be effective, 
since in MCIs the stakes are high as measured in human life and suffering and also 
in community integrity and health.

 The Development of an Integrated Response System

The principal philosophy of MCI management espouses that every such event is 
managed initially at the most local geographic, organizational, and jurisdictional 
levels [6]. Thereafter, as necessary, the response for an MCI is escalated through the 
responsible hierarchy in proportion to the impact and requirements of the event. 
When local response capabilities are exhausted or overwhelmed, state government 
and agencies become involved, enabling the allocation of statewide resources to the 
affected area; when the state declares a state of emergency the federal government 
is involved and then formally assumes leadership and responsibility.

States have the primary responsibility for the health and welfare of their citizens. 
Article I § 8 of the US Constitution enumerates the powers granted to US Congress 
and the Tenth Amendment of the US Constitution provides that “The powers not 
delegated to the United States by the Constitution, nor prohibited by it to the States, 
are reserved to the States respectively, or to the people.” Although the Constitution 
twice mentions "General Welfare," once in the Preamble and subsequently in the 
Taxing and Spending Clause, the Supreme Court has ruled that such references 
were “never been regarded as the source of any substantive power conferred on the 
Government of the United States or on any of its Departments” [7]. Under the nar-
rowest interpretation of police power, as limited by substantive due process, it is 
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understood that states can exercise the power to protect the public health and safety. 
Thus, from a constitutional perspective, states have “plenary” authority to protect 
the public’s health under their reserved powers in the Tenth Amendment. The 
Supreme Court has made it clear that states have a deep reservoir of public health 
powers, conceiving of state police powers as “an immense mass of legislation... 
Inspection laws, quarantine laws, and health laws of every description...are compo-
nents of this mass” [8]. State governments have ultimate responsibility for the health 
and well-being of their citizens and can therefore allocate funding and statewide 
emergency resources, utilize National Guard troops, and draw on state supplies of 
drugs and vaccines. The Supreme Court regards federal police powers as constitu-
tionally limited and curtailed expansion of a national public health authority [9].

System and surge resiliency is optimized by (a) prior preparedness through a 
hazard-vulnerability analysis (HVA) and (b) an integrated, trained, and ready inci-
dent command system (ICS). The “Medical Surge and Mass Prophylaxis” capabili-
ties are the first lines of response to bioterrorism, pandemic influenza, and other 
public health emergencies. In the circumstance that an MCI cannot be managed 
effectively at local and state levels, it may be declared an “incident of national sig-
nificance.” An “incident of national significance” is defined as one with high impact 
requiring an extensive and well-coordinated response by federal, state, local, tribal, 
and nongovernmental authorities to save lives, minimize damage, and provide the 
basis for long-term community and economic recovery; it is declared by the 
Secretary of the Department of Homeland Security, activates the “National Response 
Plan,” and shifts command structure to the federal government through the “National 
Incident Management System” (NIMS). Activation of the NRP and NIMS mobi-
lizes federal resources, including federal funding, stockpiles, and the deployment of 
disaster management assistance teams (DMATs).

Much of the rules, regulations, and planning for MCIs have been developed 
through Presidential Orders. Presidential Directives represent a specific type of 
Executive Order. Directives have been issued since the Presidential term of Ronald 
Regan in 1981 (then termed “National Security Decision Directives”) and continue 
through to the present. During the term of President G.W.  Bush, Presidential 
Directives were denoted as “Homeland Security Presidential Directives” (HSPDs). 
Presidential Directives speak to the Executive Branch’s national security policy and 
have the effect of law. These Directives are issued by the office of the President with 
the advice and consent of the National Security Council and outline responsibilities 
for the Executive Branch. Important Presidential Directives applicable to disaster 
management include the following:

• PPD-1: Organization of the National Security Council System
• PPD-2: Implementation of the National Strategy for Countering Biological Threats
• NSPM-4: Organization of the National Security Council and the Homeland 

Security Council
• HSPD-4/NSPD-17: National Strategy to Combat Weapons of Mass Destruction
• HSPD-5: Management of Domestic Incidents
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• HSPD-6: Directive on Integration and Use of Screening Information to Protect 
against Terrorism

• HSPD-7: Critical Infrastructure Identification, Prioritization, and Protection
• PPD-8: National Preparedness
• HSPD-9: Defense of United States Agriculture and Food
• HSPD-10/NSPD-33: Biodefense for the 21st Century
• HSPD-18: Medical Countermeasures Against Weapons of Mass Destruction
• HSPD-21: Public Health and Medical Preparedness

Effective management of an emergency presupposes an effective plan. The 
Medical Surge Capacity and Capability (MSCC) Management System was devel-
oped in February 2003 as a systematic approach for managing the medical and 
public health response to an emergency or disaster; the details were subsequently 
updated in 2007 [10]. Homeland Security Presidential Directive, (HSPD)-5 man-
dated under § 15 to develop and administer a National Incident Management System 
(NIMS) and under § 16 to develop a National Response Plan (NRP).

Inter-agency collaboration is essential at all times, especially in times of crisis. 
The stated objective of HSPD-5 was to “ensure that all levels of government across 
the Nation have the capability to work efficiently and effectively together, using a 
national approach to domestic incident management” [11]. The intent of the pro-
gram was to unify the treatment of crisis management and consequence manage-
ment into a single integrated function under the authority of the Secretary of 
Homeland Security, pursuant to the Homeland Security Act of 2002, to coordinate 
all federal operations within the United States to prepare for, respond to, and recover 
from terrorist attacks, major disasters, and other emergencies. HSPD-5 recognized 
that the initial responsibility for incidents rests with the state and local authorities 
and also recognized that private and nongovernmental sectors also have important 
roles and responsibilities during such incidents. The authority of the secretary to 
assume responsibility is predicated upon four conditions:

 1. Federal department or agency acting under its own authority has requested the 
assistance of the secretary.

 2. The resources of state and local authorities are overwhelmed and federal assis-
tance has been requested by the appropriate state and local authorities.

 3. More than one federal department or agency has become substantially involved 
in responding to the incident.

 4. The secretary has been directed to assume responsibility for managing the 
domestic incident by the president [11].

The NIMS is intended to provide a consistent nationwide model for federal, 
state, and local governments to achieve a functional interagency collaboration dur-
ing the preparation, response, and recovery from incidents regardless of cause, size, 
or complexity. NIMS mandated the development and implementation of core con-
cepts, principles, terminology, and technologies. Moreover, NIMS outlines the 
structure and operations of the Incident Command System (ICS), the unified 
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command mandate; training, qualification, and certification requirements; resource 
identification and management; and the management of information and data flow.

The NRP integrates domestic prevention, preparedness, response, and recovery 
efforts into a single all-discipline, all-hazards plan.

 1. The NRP, using the NIMS, shall, with regard to response to domestic incidents, 
provide the structure and mechanisms for national-level policy and operational 
direction for federal support to state and local incident managers and for exercis-
ing direct federal authorities and responsibilities, as appropriate.

 2. The NRP will include protocols for operating under different threats or threat 
levels; incorporation of existing federal emergency and incident management 
plans (with appropriate modifications and revisions) as either integrated compo-
nents of the NRP or as supporting operational plans; and additional operational 
plans or annexes, as appropriate, including public affairs and intergovernmental 
communications.

 3. The NRP will include a consistent approach to reporting incidents, providing 
assessments, and making recommendations to the president, the secretary, and 
the Homeland Security Council.

 4. The NRP will include rigorous requirements for continuous improvements from 
testing, exercising, experience with incidents, and new information and 
technologies.

Multiple Presidential Directives reinforced the need for a coordinated response 
system. Presidential Policy Directive (PPD-8) was promulgated in March 2011 with 
the intent of strengthening the security and resilience through the delineation of a 
National Preparedness Goal and the further development of the National 
Preparedness System as a scalable, flexible, and adaptable coordinating structures 
to align key roles and responsibilities [12]. PPD-8 was intended to leverage all 
available national resources and authorities from state and local governments, pri-
vate and nonprofit sectors, and the public for the delivery of essential core capabili-
ties [13]. In order to achieve these goals, national preparedness, necessitated 
planning and execution at strategic, operational, and tactical viewpoints. The strate-
gic objective was outlined within the Implementation Plan and the National 
Preparedness Goal in PPD-8. The operational objective was outlined within the 
National Planning Frameworks and elements of the National Preparedness System. 
The tactical viewpoint was the basis for translation of the National Response 
Framework (NRF), the National Disaster Recovery Framework (NDRF), and the 
National Infrastructure Protection Plan (NIPP).

The National Preparedness Goal also categorized 31 core capabilities to assess 
and respond to the greatest risks [14]. The mission area of PPD-8 addressed the five 
elements of preparedness: prevention, protection, mitigation, response, and recov-
ery. Each elements in the framework identifies risk, summarizes relevant roles and 
responsibilities, and leverages concepts from the NIMS to define and manage the 
structural and operational complexity.
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 Practical Considerations

 Healthcare Facility Surge Accommodation

Healthcare facilities can potentially increase available capacity on short notice by 
stopping elective admissions and discharging noncritical patients either directly 
home or via transfer to lower acuity facilities. Key capacity limitations generally 
include resources such as intensive care unit (ICU) beds, operating rooms, and neg-
ative pressure rooms.

A comprehensive discussion of creative options for managing surge in a disaster 
situation is well beyond the scope of this chapter. There is much room for creative 
solutions for managing surge, in the ED, the floors, and the ICU. In order to devise 
creative solutions, those “boots on the ground” providers who are actually “in the 
arena” need to be engaged in devising and implementing such solutions; this is a 
fundamental task of leadership preparation for MCIs. For example, New York State 
(NYS) provides for the temporary suspension of state statutes and regulations in the 
event of an emergency declaration or proclamation by the local, state, or federal 
government. For example, NYS would provide for rapid endorsement of out-of- 
state RNs [15], allow out-of-state licensed nurses to provide general nursing care; 
[16] allow hospital facilities affected by the disaster/emergency to rapidly discharge, 
transfer, or receive patients, provided all reasonable measures to protect patient 
health and safety are taken; [17] and expedite medical staff appointment and privi-
leging [18].

By further example, staffing assignment reassignment and support must consider 
the possibility that staff may be affected, cannot find transportation to and from 
work, or cannot leave their children or families. Transportation via police or EMS, 
child care, and possibly arrangements with local hotels may be necessary to provide 
sleeping arrangements. Critical Incident Debriefings may be necessary to minimize 
PTSD and burnout (see below). Local gymnasia or storage facilities can become 
makeshift wards. A shortage of ventilators may mandate volunteers who can hand- 
ventilate intubated patients.

 Healthcare Facility Security

The vulnerability of hospital communication capabilities was made obvious during 
Hurricane Katrina and also 9/11. The loss of power, cell towers, or the overwhelm-
ing through communications crowding can incapacitate internal and external 
communications.

In the event of chemical, biological, or nuclear-based MCIs, there is a risk of 
secondary contamination though exposure of responders to the patient, his or her 
clothing, or other objects or fomites. The Tokyo sarin MCI demonstrated that the 
failure of hospital providers to properly use personal protective equipment together 
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with a decision to contain contaminated patients in a poorly ventilated hospital cha-
pel caused secondary sarin exposure to numerous healthcare workers .Protocols for 
decontamination in the field or outside the physical hospital are important to con-
serve the most fragile healthcare resources – the provider and support personnel.

The integrity of the communications infrastructure, both internally within the orga-
nization and externally with others is fundamental to an effective disaster response. 
The vulnerability of cell communications was clearly demonstrated during 9/11. 
Options for closed internal communications, generator power, water, and food must 
be considered and planned for in advance. The security, and conversely the vulnerabil-
ity of a facility, will be defined by its self-sustainability with respect to operations 
involving its power grid, water supply, and equipment availability and functionality.

The International Association for Healthcare Security and Safety (IAHSS) is an 
organization endorsed by the Joint Commission (TJC) and serves to assist health-
care administrators in the management and direction of security, safety, and emer-
gency management programs in healthcare facilities [19]. TJC requires each 
accredited institution to implement plans consistent with standards such as the 
Environment of Care, Emergency Management, and Emergency Operations Plan.

 Hospitals as Targets

Hospitals can be targeted by terrorism directly or indirectly. Family members and 
friends searching for loved ones can pose security challenges, as can the press. In 
some situations, a hospital may need to be placed on lock down. Facility planning 
for direct attacks should be a part of each facility’s MCI disaster scenario with atten-
dant protocols to limit public access; identity verification, perimeter security; and to 
safeguard critical resources such as air, medical gasses, food, water, communica-
tions, and power. Hacking has recently exposed the healthcare systems’ vulnerabil-
ity to cyberattacks which can disable the EMR, communications, telemetry, and all 
connected devices through the internet of things (IoT).

 The Model State Emergency Health Powers Act (MSEHPA) 
and the Ethics of Public Health Responses to MCIs

Despite the network of Presidential Directives and other regulations, and the diverse 
plans and agencies developed with the intent of effectively responding to an MCI, the 
coordination of public health response among the states remains limited. State public 
health laws have been and remain inconsistent both within states and among them; 
moreover, they mostly date to the early twentieth century and are therefore infective and 
counterproductive and often obsolescent and ineffective [20]. The Robert Wood Johnson 
(RWJ) Foundation initiated Turning Point in collaboration with the W.K.  Kellogg 
Foundation (Kellogg) in 1997 [21]. The Turning Point Public Health Statute 
Modernization National Collaborative developed the Model State Public Health Act 
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with the intent of strengthening the US public health infrastructure in order for states, 
local communities, and their public health agencies to better respond to public health 
challenges.

In response to the anthrax outbreak of 2001, the Centers for Disease Control and 
Prevention (CDC) called upon the Center for Law and the Public’s Health (CLPH) 
at Georgetown and Johns Hopkins Universities to draft a Model State Emergency 
Health Powers Act (MSEHPA) [22]. Because it was commissioned by the CDC, the 
Model Act provided states with an outline of necessary powers which would be 
needed in order to detect and contain a bioterrorism or naturally occurring MCI 
such as a pandemic. The Model Act is structured to reflect five basic public health 
functions to be facilitated by law: (1) preparedness, comprehensive planning for a 
public health emergency; (2) surveillance, measures to detect and track public 
health emergencies; (3) management of property, ensuring adequate availability of 
vaccines, pharmaceuticals, and hospitals, as well as providing power to abate haz-
ards to the public's health; (4) protection of persons, powers to compel vaccination, 
testing, treatment, isolation, and quarantine when clearly necessary; and (5) com-
munication, providing clear and authoritative information to the public [23]. Under 
MSEHPA, state powers over property and persons would necessarily take effect 
only after a state’s governor declares a “public health emergency.” MSEHPA would 
then provide comprehensive powers to manage property, protect persons, and safe-
guard the public’s health and security such as the examination or testing of persons, 
isolate or quarantine, and vaccinations. MSEHPA incorporates protections against 
abuse of power by the states: (1) the governor must adhere to strict criteria, includ-
ing consultation with public health experts and the community before he or she can 
declare an emergency; (2) the state legislature, by majority vote, can override the 
governor’s declaration of an emergency at any time; and (3) the judiciary can termi-
nate the governor’s exercise of power if it deems a violation of standards, proce-
dures, or the state constitution.

Following its publication in October 2001 and revision in December 2001, pos-
sibly because of the public rights controversy, MSEHPA was formally released to 
state legislatures for consideration and many subsequently initiated legislative and/
or administrative efforts to adopt it in whole or in part, although not all states do so. 
In fact, in general, states did not respond to the recommendations articulated by 
MSEHPA with either the breadth or consistency envisioned by the Center for Law 
and the Public’s Health. Some argue that although the controversy regarding the 
Model Act is unlikely to lead to repeal of statutes enacted in response to MSEHPA, 
the controversy did signal that many citizens remain deeply suspicious about how a 
government could use or abuse its powers during health emergencies.

The ethical argument which underlies MSEHPA is identical to the ethical argu-
ments which are fundamental not only to public health but also to healthcare in 
general: the issues of autonomy, paternalism, and justice [See Chapter 1]. On one 
hand, the principle of autonomy was articulated by Justice Benjamin Cardozo in 
Schloendorff where he stated that “every human being of adult years and sound 
mind shall have the right to determine what shall be done with his own body ....” 
[24]. Cardozo’s words subsequently became the foundation for the Doctrine of 
Informed Consent [25].
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On the other hand, with respect to the common good, the Supreme Court ruled in 
1905 that “the liberty secured by the Constitution of the United States to every per-
son within its jurisdiction does not impart an absolute right in each person to be, at 
all times and in all circumstances, wholly freed from restraint. There are manifold 
restraints to which every person is necessarily subject for the common good” [26]. 
Dworkin defined paternalism as “interference with a person’s liberty of action justi-
fied by reason referring exclusively to the welfare … of the person being 
coerced” [27].

Thus, the relevant analysis here may not be paternalism versus autonomy but 
rather justice versus autonomy. The principle of justice speaks to a moral obligation 
to act on the basis of fair adjudication between competing claims; it involves fair-
ness, entitlement, and equality. In healthcare ethics, the principle of justice can be 
subdivided into three categories: fair distribution of scarce resources (distributive 
justice), respect for people’s rights (rights-based justice), and respect for morally 
acceptable laws (legal justice) [28]. In an MCI, some individual rights will need to 
be, at least temporarily, subjugated in order to best care for the community, for 
example as in instances of quarantine and triage. Population-based, public health, 
ethical models may, at times, be in conflict with traditional framework of medi-
cal ethics.

MSEHPA was criticized on the basis of the broad state police powers it pro-
posed – controversy on issues of individual freedoms, personal privacy, and a lack 
of oversight provisions. Although Annas has posited that the “argument that, in a 
public health emergency, there must be a trade-off between effective public health 
measures and civil rights is simply wrong.” It is nonetheless imperative to reconcile 
the competing viewpoints and yet to maintain a sense of moral integrity. Although 
there is no uniformly acceptable answer whereby individual rights can be curtailed 
in a free society, the need to limit societal impact cannot be disregarded. Ethics can 
provide a framework for publicly discussing and managing such a controversy. 
Childress annotated five “justificatory conditions” to be considered when weighing 
public health interventions as against individual autonomy: (1) effectiveness, (2) 
proportionality, (3) necessity, (4) least infringement, and (5) public justification [29].

 Ethical and Legal Issues in Mass Casualty Events

Ethical decision-making requires an understanding of and a sensitivity to the ethical 
implications of problems and situations. Ethical analysis can help provide a com-
mon framework for difficult real-time decision-making and to manage transparency 
retroactively where decisions may be questioned. The after-action review (AAR) is 
an example of a structured review for review, analysis, and identification of future 
opportunities. In spite of the chaos which characterizes MCIs, ethical, moral, and 
legal duties cannot be disregarded. High-level, abstract ethical frameworks are more 
often than not impractical during times of crisis when emotions are high, and the 
circumstances can be overwhelming. In order for ethical guidance to be useful, it 
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must be part of the preparation and planning of all expected responders, be clearly 
articulated, morally justified, and be practical and implementable in the arena. 
When governments, governmental agencies, healthcare systems, and providers 
begin to plan for mass casualty events, such theoretically sound and practically use-
ful ethical guidance should be at the foundation of prospective laws, regulations, 
and action plans [30].

 The Emergency Medical Treatment and Labor 
Act (EMTALA)

The Emergency Medical Treatment and Active Labor Act (EMTALA) was enacted 
as law in 1986 by Congress as part of the Consolidated Omnibus Budget 
Reconciliation Act [31] (COBRA) of 1985. EMTALA requires all hospitals which 
have an Emergency Department (ED) and who participate in Medicare to provide 
any individual who presents to an ED regardless of ability to pay, with a medical 
screening examination (MSE), medical stabilization, and an appropriate transfer if 
necessary.

 Specifically, EMTALA Mandates

 1. An appropriate medical screening exam (MSE) to determine if the individual has 
an emergency medical condition (EMC). If there is no EMC, a hospital has no 
further EMTALA obligation.

 2. If there is an EMC, a hospital must either (i) treat and stabilize the EMC within 
the capability of the hospital, including the admission of the individual or (ii) 
appropriately transfer the individual to a hospital that has the capability and 
capacity to stabilize the MCE if the presenting hospital is unable to do so.1

EMTALA defines ''stabilized'' with respect to an EMC to mean “that no material 
deterioration of the condition is likely, within reasonable medical probability, to 
result from or occur during the transfer of the individual from a facility” [32]. 
EMTALA further defines an EMC to be either:

 1. A medical condition manifesting itself by acute symptoms of sufficient severity 
(including severe pain, psychiatric disturbances and/or symptoms of substance 
abuse) such that the absence of immediate medical attention could reasonably be 
expected to place the individual’s health (or, with respect to a  pregnant woman, 

1 Note: Section 945 of the Medicare Prescription Drug, Improvement, and Modernization Act of 
2003 enacted an advisory group regarding EMTALA law is governed primarily by section 1867 of 
the Social Security Act and regulations found at 42 CFR 489.24.
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the health of the woman or her unborn child) in serious jeopardy; or serious 
impairment to bodily functions; or serious dysfunction of any bodily organ or 
part; or

 2. With respect to a pregnant woman who is having contractions, that there is inad-
equate time to effect a safe transfer to another hospital before delivery, or that the 
transfer may pose a threat to the health or safety of the woman or the unborn 
child [33].

The Inspector General (OIG) of the Department of Health and Human Services 
and Centers for Medicaid and Medicare Services (CMS) enforces EMTALA. The 
civil statute of limitations for EMTALA enforcement is 2 years. Penalties for 
EMTALA violations include:

• Termination of the hospital or physician's Medicare provider agreement.
• Hospital fines up to $50,000 per violation ($25,000 for a hospital with fewer than 

100 beds).
• Physician fines $50,000 per violation, including on-call physicians.
• The hospital may be sued for personal injury in civil court under a "private cause 

of action."
• A receiving facility, having suffered financial loss as a result of another hospital's 

violation of EMTALA, can bring suit to recover damages.

Physicians and hospitals are liable under EMTALA regardless of intent or 
motive. On January 21, 1999, the US Supreme Court issued its decision in the case 
of Roberts v Galen of Virginia, Inc. [34], a case which had been granted certiorari 
from a decision by the US Circuit Court for the Sixth Circuit in April 1997. The 
Court of Appeals had ruled that in alleging a violation of EMTALA’s stabilization 
requirement, a plaintiff must show that the hospital’s actions resulted from an 
improper motive such as indigence, race, or sex. The US Supreme court disagreed, 
reversed, and held that proof of improper motive was not within the meaning of the 
EMTALA statute.

In disaster, mass casualty, or emergency situations, EMTALA remains in effect 
and its provisions must be followed; under such circumstances, EDs and hospitals 
remain responsible for MSE evaluations and thereafter patients can be transferred or 
referred to other hospitals in accordance with the hospital emergency plan or the 
community response plan. During extraordinary ED surges and MCIs, the MSE 
does not have to take place in the ED and a hospital may set up alternative sites on 
its campus to perform MSEs which must be conducted by qualified personnel as 
defined in the Practice Act of the relevant state. In addition, hospitals may set up 
screening at off-campus, appropriately staffed hospital-controlled sites. In an MCI 
event, individuals requiring additional emergent medical attention must be trans-
ferred within the campus or to the campus as medically necessary and in conformity 
with Medicare Conditions of Participation and/or in coordination with local emer-
gency medical services (EMS). On the other hand, communities, not hospitals, may 
set up screening clinics at sites not under the control of a hospital and where there 
is no applicable EMTALA obligation.
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An EMTALA waiver allows hospitals to legally direct or relocate individuals 
from an ED to an alternative off-campus site, in accordance with a State emergency 
or pandemic preparedness plan, for the MSE and to effect the transfer of individuals 
with unstable EMC that would be otherwise prohibited under EMTALA, as long as 
the transfer is necessitated by the emergency circumstances. In an MCI and under 
certain similar circumstances enumerated below, EMTALA obligations regarding 
MSE and stabilization sanctions can be waived:

 1. The President declares an emergency or disaster under the Stafford Act or the 
National Emergencies Act; and

 2. The Secretary of Health and Human Services declares that a Public Health 
Emergency (PHE) exists and also authorizes EMTALA waivers under section 
1135 of the Social Security Act. Notice of EMTALA waivers will be provided 
through CMS to covered entities; and

 3. Unless EMTALA waivers are granted for an entire geographic area, the hospital 
applies for a waiver; and

 4. The hospital must have activated its emergency operations plan; and
 5. The State must have activated its emergency operations plan or pandemic plan 

for an area that covers the affected hospital [35].

The waiver of EMTALA requirements is generally considered effective for 72 
hours after an emergency is declared and the facility’s emergency plan is activated. 
However, despite waiver, the hospital remains responsible for ensuring the safety of 
patients under its care. In addition, an EMTALA waiver may be made retroactive to 
the effective date of the emergency period and the date of the activation of the hos-
pital emergency operations plan, but in no circumstances before the effective date of 
the emergency declaration [36].

 The Health Insurance Portability and Accountability 
Act (HIPAA)

The Health Insurance Portability and Accountability Act of 1996 [37] (HIPAA; 
sometimes referred to as the Kennedy–Kassebaum Act) was enacted in response to 
advances in electronic and information technology as a legislative safeguard to 
patients’ protected health information (PHI), while also simultaneously ensuring, 
and requiring, that such PHI can be disclosed and utilized by facilities, practitioners, 
and individuals, as necessary, to provide treatment to the patient. The HIPAA 
Privacy Rule applies to organizations known as HIPAA-covered entities and these 
include healthcare providers, healthcare facilities, health plans, healthcare clearing-
houses, and business partners or associates. The HIPAA Security Rule specifically 
focuses on safeguarding electronic protected health information (ePHI) [38].

HHS expanded HIPAA under an omnibus rule in 2013 to modify HIPAA accord-
ing to Health Information Technology for Economic and Clinical Health (HITECH) 
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Act of 2009 [39]. HIPAA is enforced through the HHS Office for Civil Rights 
(OCR) which prosecutes HIPAA compliance violations to a maximum of $1.5 mil-
lion per incident. The OCR further clarified the HIPAA security rule in 2016 through 
the development of a crosswalk between HIPAA, HiTECH, and the National 
Institute of Standards and Technology's Cybersecurity Framework to identify cyber-
security gaps and comply with cybersecurity standards.

The use, sharing, and safeguarding of ePHI during an MCI can be a challenge. In 
any situation where providers and hospitals must share ePHI, reasonable safeguards 
must be in place to limit the information provided so as to disclose only the mini-
mum necessary information accomplish the intended purpose [40]. For example, in 
2005, during Hurricane Katrina, the US DHHS published specific guidance for pro-
viders stating that (a) healthcare providers could share patient information as neces-
sary to provide treatment; (b) healthcare providers could share patient information 
as necessary to identify, locate, and notify family members, guardians, or anyone 
else responsible for the individual’s care of the individual’s location, general condi-
tion, or death; and (c) “when a health care provider is sharing information with 
disaster relief organizations that, like the American Red Cross, are authorized by 
law or by their charters to assist in disaster relief efforts, it is unnecessary to obtain 
a patient’s permission to share the information if doing so would interfere with the 
organization’s ability to respond to the emergency” [41]. In addition, HIPAA allows 
that hospitals may release information to law enforcement as required by law and 
law enforcement [42].

 Triage

The word “triage” derives from the French word “trier” meaning “to sort” [43]. 
Although the first known context in which the term “triage was used was in refer-
ence to goods sorted as to quality and price, the term is now widely understood to 
apply to the sorting and prioritization of patients in need of emergency medical 
attention. Triage is commonly used in military and civilian situations and is even 
utilized every daily in emergency departments to prioritize the ordering of patients 
based on their acuity. The goal of triage is to optimize the relationship between the 
perceived degree of injury and statistical likelihood of functional survival as offset 
by the estimation of scarce resources which will need to be consumed [44]. Triage 
is also addressed in Chapter 5.

The key modern ethical principle used to justify triage is that of distributive jus-
tice. The underlying philosophical debate in triage is that of utilitarianism under 
which the goal is the survival (or the “greatest good”) of the greatest number and the 
notion of egalitarianism which advocates that all individuals be treated fairly and 
equally. However, ethics, as moral philosophy, is both a branch of philosophy, which 
addresses questions about morality, and is also the foundation of the codes of behav-
ior and rules of conduct encompassing providers’ obligations to patients, colleagues, 
and society. Aristotelian ethical theory distinguishes two types of knowledge: 
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“sophia” and “phronesis.” “Sophia” represents absolute knowledge or universal 
truths which can be physically, mathematically, or logically derived such as equa-
tions or plainly evident diagnoses. On the other hand, “phronesis” refers to a more 
complex form of knowledge, more a type of wisdom, which requires not only the 
fund of knowledge but also experience and careful consideration and reflection [45]. 
“Phronesis” is therefore a practical wisdom [46] that cannot be learned or taught 
from textbooks and is rather a virtue based on both learning and extensive real- 
world experience. In the end, a purely ethical analysis of triage leads to dilemmas: 
(1) Is it compassion or logic that guides medical rationing? (2) Can rationing rea-
sonably be relegated to a computer using physiologic parameters as the input guid-
ing triage or does ethical triage require practical wisdom and a moral compass that 
cannot be distilled into an algorithm? [47]

Triage as it is used to objectively prioritize and allocate resources during a civil-
ian mass-casualty scenario has fostered the development of multiple static (single 
assessment) and dynamic (serial assessment) triage measures, tools, and techniques 
[48]. Operationally, triage is a simple notion based on the first impression and initial 
examination of the patient. Primary triage occurs at the scene of an MCI and sec-
ondary triage at the casualty clearing station or staffing area. Usually, triage occurs 
rapidly and in the absence of extensive physiologic, laboratory, or radiologic data. 
Patients who are obviously at the extremes of the risk of death spectrum, either 
those with non-life-threatening injuries and thus relatively low risk of death, or 
those with massive injury who are at imminent risk of death even with interventions, 
are given low priorities in triage. Triage is also a dynamic process subject to unan-
ticipated or anticipated changes in any patient's clinical status and therefore requires 
ongoing assessment and re-prioritization.

Algorithm-based approaches utilize decision-support guidance intended to pro-
vide objectivity; minimize confusion, debate, and delay; optimize timely care; and 
provide transparency [49]. Nonetheless, algorithms and scores are not universally 
accepted. For example, the Move, Assess, Sort, Send (MASS), Simple Triage and 
Rapid Treatment (START), and the Sort, Assess, Life-saving interventions, 
Treatment and/or Transport (SALT) are both used but also criticized [50]. The CDC 
published “Guidelines for Field Triage of Injured Patients” in which it steps and 
details, and the use of basic scoring systems, as a type of standard operating proce-
dure (SOP) to guide triage decision-making [51]. Public health triage refers to triage 
protocols that distribute vaccinations or countermeasures in the event of an infec-
tious disease outbreak, natural disaster, or other MCI [52]. In 2009, during the 
H1N1 pandemic, the Institute of Medicine (IOM) and the National Academy of 
Medicine, at the request of the Office of the Assistant Secretary for Preparedness 
and Response (ASPR) at DHHS convened an ad hoc committee to address how 
resource allocation and triage decisions could be fairly made under crisis conditions 
[53], subsequently culminating in the creation of a toolkit for planners [54]. Despite 
use of an algorithm or SOP, triage decisions can be subjective and discretionary. 
Nonetheless, both algorithms and SOPs increase the likelihood that decision- 
making in triage situations is transparent, fair, and efficient. Arguably, the more 
objective the process of difficult clinical decision-making is, the less it is vulnerable 
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to bias and, therefore, the more defensible it is in the event of retrospective review 
such as an AAR [55].

Legally, cases against providers predicated on triage decisions alone are rare and 
even more rarely are they successful without evidence of carelessness or gross neg-
ligence. However, certainly in civilian emergencies, there can be provider and hos-
pital liability under the EMTALA which imposes specific triage obligations on 
healthcare providers to (a) perform a medical screening examination to determine 
whether an emergency medical condition exists; (b) to provide necessary stabilizing 
treatment when an emergency medical condition exists; and (c) to stabilize the 
patient or, if the physician certifies that the benefits of transfer outweigh the risks, 
arrange for proper transfer to another hospital.

 Quarantine

The practice of isolating people inflicted with a disease is described in the Old 
Testament Book of Leviticus where lepers were isolated from society in an effort to 
contain leprosy. Isolation separates those people diagnosed with a communicable 
disease from the healthy. Isolation poses no risk to the isolated, since they already 
have the disease, although arguably they are technically isolated and may not have 
appropriate access to treatment and other resources.

On the other hand, the practice of quarantine separates and restricts the move-
ment of people who were exposed to a contagious disease during a period of obser-
vation to see if they manifest the disease. Thus, the key difference between isolation 
and quarantine is that isolation affects only those known to be sick, whereas quaran-
tine restricts the movement of a group of people, of whom some are known to be ill, 
in confinement with others who are potentially healthy (or potentially ill). Isolation 
isolates the sick to prevent transmission to the healthy. Quarantine confines the sick 
with the healthy, knowing that the healthy may also subsequently become sick, in 
order to avoid transmission outside the group which has been quarantined. Thus 
quarantine poses a risk to those who are not yet infected housed with the ill but who 
are likely to contact the illness because of the closed quarters or proximity.

The term “quarantine" is derived from the Latin word for “forty.” The practice of 
quarantine dates back to the fourteenth century when ships arriving in Venice from 
infected ports were required to sit in precautionary isolation for a period of 40 days 
before landing in an effort to protect coastal cities from plague. In the United States, 
in 1793, in response to a yellow fever outbreak in Philadelphia, a quarantine station 
named Lazaretto was constructed along the Delaware River in order to contain the 
potentially infected. Shortly thereafter, Congress enacted the National Quarantine 
Act of 1878 [56]. The following year, in 1879, the National Board of Health (NBH) 
was created by an Act of the 45th US Congress titled “An Act to Prevent the 
Introduction of Infectious or Contagious Disease into the United States and to 
establish a National Board of Health” [57].

Today, under their Police Powers, states have the primary responsibility for 
maintaining public health and therefore the responsibility for controlling the spread 
of diseases within state borders; accordingly every state, the District of Columbia, 
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and most territories have enacted laws authorizing both isolation and quarantine and 
isolation. The federal government is also authorized to mandate quarantine through 
the Public Health Service Act [58] and Executive Orders addressing Quarantinable 
Communicable Diseases [59]. A comprehensive list of specific laws and regulations 
governing the control of communicable diseases within the United States has been 
catalogued by the CDC [60]. The US DHHS also has statutory responsibility for 
preventing the introduction, transmission, and spread of communicable diseases in 
the United States; these functions are delegated to the Division of Global Migration 
and Quarantine which has the authority to:

 1. Operate quarantine stations at ports of entry
 2. Establish standards for medical examination of persons destined for the 

United States
 3. Administer interstate and foreign quarantine regulations, which govern the inter-

national and interstate movement of persons, animals, and cargo

On January 31, 2020, President Donald Trump released a proclamation in 
response to the COVID-19 outbreaks suspending entry into the United States from 
certain countries, specifically outlining medical screening and quarantine where 
appropriate [61]. Not long thereafter, Governor Cuomo instituted a quarantine of 
the city of New Rochelle, NY [62].

The ethical justification of quarantine and quarantine laws stems from a general 
moral obligation to prevent harm to others. Similar to triage, quarantine may be 
ethically justified if the primary focus is on population-based, public health, rather 
than the rights of the individual.

Upshur outlines the principles which must be met for a quarantine to be ethically 
justified:

 1. The harm principle must be met; there should be clear and measurable harm 
to others.

 2. The proportionality, or least restrictive means, principle should be observed; 
meaning that public health authorities should use the least restrictive measures in 
proportion to achieving the desired goal.

 3. Reciprocity must exist; if society requires that individuals curtail their liberties 
for the good of others, society has a reciprocal obligation to assist them in return.

 4. The transparency principle holds that public health authorities have an obligation 
to communicate clearly the justification for their actions and establish for a pro-
cess of appeal of governmental action [63].

Inherent in the justification of quarantine (and also triage) is the notion of due 
process. Due process is especially important in the context of quarantine, since it 
arguably results in particularly extreme deprivations of liberty such as the arbitrary 
and indefinite confinement of individuals presumably against their will. Moreover, 
federal law requires that HHS and the CDC appoint a medical expert to examine 
persons under quarantine to establish whether ongoing quarantine is justified; how-
ever, the timeline for such an evaluation is not specified [64]. In the case of Foucha 
[65], the US Supreme Court ruled that involuntary commitment of those with 
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mental illness does not violate the Due Process Clause of the Fourteenth Amendment 
if there is sufficient evidence to conclude that they present a danger to themselves 
or others.

 Standards of Care for MCI Casualties

In general, the legal definition of negligence is defined as a deviation from “the 
standard of conduct to which one must conform… [and] is that of a reasonable man 
under like circumstances” [66]. Medical standards of care describe the types and 
levels of medical care dictated by professional norms, professional requirements, 
and institutional objectives [67]. On the other hand, the legal definition for the medi-
cal standard of care can be generally defined as the level and nature of care that a 
reasonably competent and skilled healthcare professional would be expected to pro-
vide under the circumstances.

In the event of an MCI and a subsequent surge which mandates triage, quaran-
tine, resource redistribution, and mass casualty care, hospitals and providers may 
find it necessary to shift to a sufficiency-of-care mode, in which the focus is on sav-
ing as many lives as possible rather than ensuring that each patient receives the 
usual standard of care. Constrained resources during MCIs may require that patients 
be managed as a population to maximize overall, rather than individual, outcomes. 
The utilitarian philosopher Jeremy Bentham stated that “it is the greatest good to the 
greatest number of people which is the measure of right and wrong” [68]. Although 
the applicability of Bentham’s philosophy to everyday life can be debated, it has 
applicability in situations where scarce resources are overwhelmed.

The immediate public health goals in the event of an MCI can be delineated as 
the needs to:

 1. Minimize death and serious illness by distributing finite resources to those who 
have the greatest opportunity to benefit

 2. Maximize appropriate care for the largest number of patients
 3. Maximize self-care by the public by using media to deliver public health 

messages
 4. Delineate which health care facilities should provide what level of care based on 

the capacities and capabilities of the facility
 5. Provide a legal framework for developing triage decisions
 6. Engage the public and build trust in the community by being inclusive, transpar-

ent, open, and honest about the limited resources and the resulting crisis stan-
dard [69]

The principles of Crisis Standards of Care (CSC) articulated by the IOM in 2009 
are based on ethical principles and the law. In order to be meaningful and effective, 
CSC “must be applied across all levels of the health care system horizontally (vir-
tual, outpatient, inpatient) and vertically (hospital, health care coalition, state/
region, federal) with plans to maximize services and capacity while sharing 
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information, leveraging resources, and distributing patients to ensure the greatest 
equity and consistency of care” [70]. CSC are based on the following seven key 
principles:

 1. Fairness
 2. Duty to Care
 3. Duty to Steward Resources
 4. Transparency
 5. Consistency
 6. Proportionality
 7. Accountability [71]

CSC represents a dynamic process which can involve complex and difficult deci-
sions, trade-offs, and potentially unconventional acts (such as the denial or with-
drawal of health care services because of limited resources). Nonetheless, Tenet 
Health Systems as the operator of Memorial Medical Center in New Orleans settled 
claims brought by Hurricane Katrina victims for $25 million where they alleged not 
only for Tenet’s failure to respond but also for its failure to plan and properly pre-
pare [72].

There are no comprehensive national liability protections for health care practi-
tioners or entities in all settings. Volunteers who act in good faith and without will-
ful misconduct, gross negligence, or recklessness may be protected under Good 
Samaritan Statutes or the Uniform Emergency Volunteer Health Practitioners Act 
(UEVHPA). Notably, although protection from liability for actions during an MCI 
is afforded to volunteers, governmental actors, firefighters, and EMS, healthcare 
providers are not similarly indemnified, with the exceptions of a few states includ-
ing Virginia [73]2 and Louisiana [74].3

 Provider Post-Traumatic Stress Disorder and Burnout

The American Psychiatric Association (APA) generally defines post-traumatic 
stress disorder (PTSD) as a psychiatric disorder that can occur in people who have 
experienced or witnessed a traumatic event such as a natural disaster, a serious acci-
dent, a terrorist act, war/combat, rape, or other violent personal assault. The United 

2 “In the absence of gross negligence or willful misconduct, any health care provider who responds 
to a disaster shall not be liable for any injury or wrongful death of any person arising from the 
delivery or withholding of health care when (i) a state or local emergency has been or is subse-
quently declared in response to such disaster, and (ii) the emergency and subsequent conditions 
caused a lack of resources, attributable to the disaster, rendering the health care provider unable to 
provide the level or manner of care that otherwise would have been required in the absence of the 
emergency and which resulted in the injury or wrongful death at issue.”
3 “During a state of public health emergency, any health care providers shall not be civilly liable for 
causing the death of, or, injury to, any person or damage to any property except in the event of 
gross negligence or willful misconduct.”
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Nations International Strategy for Disaster Reduction (UNISDR) defines disaster as 
“a serious disruption of the functioning of a community or a society at any scale due 
to hazardous events interacting with conditions of exposure, vulnerability and 
capacity, leading to one or more of the following: human, material, economic and 
environmental losses and impacts” [75].

The APA diagnostic criteria for PTSD were updated in the fifth edition of the 
Diagnostic and Statistical Manual of Mental Disorders (DSM-5) in 2013. PTSD in 
DSM-5 included a newly revised clinical entity category, “Trauma- and Stressor- 
Related Disorders,” comprised of multiple criteria, all of which must be met for a 
diagnosis. The relevant diagnostic criteria and additional required specifications are 
as follows:

• Criterion A stressor: exposure to death, threatened death, actual or threatened 
serious injury, or actual or threatened sexual violence

• Criterion B intrusion symptoms: the traumatic event is persistently 
re-experienced

• Criterion C avoidance: avoidance of trauma-related stimuli
• Criterion D negative alterations in cognitions and mood: negative thoughts or 

feelings that began or worsened after the trauma
• Criterion E alterations in arousal and reactivity: trauma-related arousal and reac-

tivity that began or worsened after the trauma
• Criterion F duration: symptoms last for more than 1 month
• Criterion G functional significance: symptoms create distress or functional 

impairment
• Criterion H exclusion: symptoms are not due to medication, substance use, or 

other illness

Specifications:
• Dissociative Specification: as either depersonalization or derealization
• Delayed Specification: full diagnostic criteria are not met until at least six months 

after the trauma(s), although onset of symptoms may occur immediately [76]

Epidemiological evidence indicates that PTSD is under-recognized and therefore 
potentially undertreated. Diagnosis and treatment of PTSD are confounded by the 
fact that PTSD as a diagnosis commonly coexists with or is confused with other 
diagnoses such as major depressive disorders, anxiety disorders, and substance abuse.

Rates of post-disaster PTSD often studies “incidence” rather than “prevalence;” 
however, this may underestimate the impact of PTSD especially in those geographi-
cal areas where populations are repeatedly exposed to large-scale traumatic events 
such as natural disasters, wars, or violence. PTSD can cause occupational, psychi-
atric, medical, and psychosocial disabilities, and its consequences are significant 
not only to survivors and their families but also to healthcare providers, the health-
care system, and society [77]. PTSD is especially common among first responders 
involved in rescue and recovery. Following the 1989 Hillsborough football stadium 
disaster in Sheffield, UK, reportedly 44.3% of police officers were diagnosed with 
severe PTSD and 44.1% manifested moderate symptom severity [78].
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Resilience is the ability to cope with stress. Resilience occurs at the personal 
level and also at the community level; communities can enhance reliance [79]. 
Although supportive communities enhance reliance, they require psychological, 
economic, and physical resources to do so. Thus, Kendra observes that (1) most 
disaster-related resilience work focuses on communities and (2) at a foundation 
level, resilience is part of “[society's] ongoing search for survival” [80]. In the end, 
MCIs profoundly impact the psyche of each of the individual and cut deeply into the 
social fabric of the community. Long after the MCI, these scars will remain and 
cannot be ignored.

 Conclusions

Coordinated and effective response to MCIs requires planning, preparation, train-
ing, and a mindset of resilience. MCIs strike to the heart of individuals and society 
and they continue to increase in both size and scope. The state of system-wide 
emergency preparedness in most countries is, at best, poor. The state of legislative 
and regulatory preparedness is likewise disjointed, ineffective, and inadequate. 
Despite widespread concerns by providers and facilities regarding potential liability 
during MCI events, there remain minimal state-specific, and no comprehensive 
national level liability protections for health care practitioners or facilities in the 
event of a disaster response. On the other hand, formal liability protections do exist 
for civilian volunteers, all levels of government agencies and actors, emergency 
managers, police, firefighters, and EMS. Never before have the legal and regulatory 
bases for the provider component of the emergency response system been so much 
in need of comprehensive reform to ensure the effective and timely response of the 
healthcare system.
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 Introduction

Ethical and legal issues regarding research on critically ill patients, particularly 
those in extremis, are complex. The patients’ underlying conditions, comorbidities, 
and age often make the risk of successful recovery with standard therapies low. 
Frailty has been recognized more and more as an underlying risk factor for poor 
outcomes from critical illness, surgery, or trauma [1].

Consequently, clinicians and researchers are eager to develop new treatment 
strategies to improve these outcomes, often leading to high-risk interventions in an 
already high-risk situation with a vulnerable patient. Frailty would decrease the 
capacity of a research subject to tolerate adverse effects resulting from research. 
Nonetheless, without trying new approaches, the field of resuscitation will never 
move forward.

The potential critically ill research subject who may best receive benefit from a 
novel therapy is also the subject most likely to suffer consequences of an adverse 
effect or a negative trial. Research should be relevant, not possible to carry out in 
non-critically ill patients, and should offer potential benefits that outweigh the 
known and assumable risks [2].
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 Definition of Research

In managing any particular patient, physicians typically begin with strategies based 
upon their training and experience. In some circumstances, there are national guide-
lines or recommendations that are typically generated by national organizations 
based upon a thorough evaluation of the literature. For resuscitation, clinical trials 
are particularly challenging and costly. Consequently, guideline developers must 
rely upon weak data and consensus in order to develop guidelines. These are ideally 
reassessed on a regular basis. A good example of a well-accepted set of guidelines 
are those developed by the American Heart Association for the management of 
patients who suffered a cardiac arrest [3]. From a legal perspective, an important 
question is whether or not guidelines like this should represent the “standard of 
care” [4].

Outcomes from acute events such as a cardiac arrest are often poor because of 
delays in recognition, delays in the call for assistance, the underlying disease itself, 
and the patient’s comorbidities. Typical guidelines can only take the clinicians to a 
certain point at which continuing the standard management is futile. At this point, is 
it appropriate for a clinician to attempt a different resuscitation strategy that may not 
be in accordance with the published guidelines? There is certainly the potential for 
legal risk if the patient has a poor outcome and the standard of care was not met. At 
what point does trying something slightly different in certain patients shift from a 
provider trying something new in individual patients to actual research?

The National Institutes of Health defines research as a “systematic investigation, 
including research development, testing and evaluation, designed to develop or con-
tribute to generalizable knowledge” [5]. At times, interventions thread a fine line 
between quality improvement projects and true research. One question to ask is, “Is 
the intent of the project to improve the outcomes of specific patients at a specific 
institution or to produce widely applicable data for publication?” Typically, any 
prospective assignments of patients to receive different treatments would constitute 
research.

In rare, specific circumstances, an investigational drug or device may be offered 
to individuals for compassionate use via expanded access programs. For example, 
hemoglobin-based oxygen carriers that have not been approved by the FDA for 
general use in the USA have been offered for individuals with life-threatening ane-
mia who cannot receive blood transfusions [6]. Such use of non-approved therapies 
typically requires emergency approval by the local Institutional Review Boards (IRB).

 Consent for Resuscitation Research

Investigators who conduct clinical research must protect the rights and welfare of 
human subjects [7]. The principal investigator must assure that every reasonable 
precaution is taken to reduce risks of harm to research subjects. There are numerous 
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layers of organizations, including, but not limited to, Institutional Review Boards 
(IRBs), Human Research Protection Offices, and the Food and Drug Administration 
(FDA) that have oversight for research studies. Individual clinical trials may have 
dedicated medical monitors or data safety and monitoring boards (DSMBs). Safety 
of research subjects is paramount.

In addition, research subjects have specific rights regarding consent for research. 
The investigator or his/her designee must explain the rationale for the research, the 
potential risks and benefits, and the voluntary aspect of consent to the potential 
research subject. In some circumstances, a legally authorized representative (LAR) 
is able to provide consent. The potential subject or the LAR should have an oppor-
tunity to ask questions and take time to decide whether or not to participate. In the 
acute care setting, with time-sensitive interventions, the process becomes 
challenging.

Acute care medicine, including the management of shock states, trauma, and 
cardiac arrest, requires rapid interventions to optimize the patient’s chance for sur-
vival. These patients are unable to provide informed consent even for standard pro-
cedures because of their critical condition. Time-sensitive research-related 
interventions must be initiated rapidly with no opportunity to obtain consent from 
the patient or the patient’s LAR. In most cases, the LAR is not available. Even if the 
LAR is present, the acuity of the situation and the emotional state of the LAR pre-
clude any meaningful informed consent conversation.

For standard emergency interventions, the providers can readily document that 
the procedure is necessary to saving the patient’s life, that the patient is unable to 
provide consent because of the condition, and that there is no time for obtaining 
consent from the LAR. The providers should nonetheless make an effort to contact 
the LAR to inform them of the situation and the planned interventions. In the end, 
though, life-saving interventions can proceed without consent.

The situation is more complicated for conducting resuscitation research. The 
experimental interventions need to be initiated rapidly. There may be a relatively 
brief window of opportunity for the intervention to be potentially beneficial. The 
potential subject cannot provide consent because of the acute medical issue. LARs 
are often not available or capable of giving consent [8]. Can truly informed consent 
be obtained? Who would give consent? Will the process jeopardize the potential 
benefit of the intervention?

Resuscitation researchers, ethicists, and federal agencies have struggled with 
developing an ethical approach for conducting emergency research under an excep-
tion from informed consent [9]. Prior to 1991, there was no specific guidance from 
federal agencies. Researchers studying novel therapies in emergency situations, 
such as cardiac arrest or major trauma, developed the concept of “deferred consent” 
[10]. They enrolled subjects into trials, proceeded with the designated interventions, 
and subsequently approached the LAR for consent.

In 1991, the US Department of Health and Human Services developed the 
Common Rule, designed to protect human subjects from harm and to promote uni-
formity in compliance across federal agencies [11]. This regulation prevented 
research without prospective, informed consent, which essentially shut down 
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resuscitation research. Fortunately for resuscitation researchers, in 1996, the Final 
Rule, which allowed for an exception from informed consent, was approved [12]. 
Research could now be performed without informed consent in emergency circum-
stances under certain conditions. Investigators needed to demonstrate that (1) the 
subject has an acutely life-threatening condition, (2) currently available treatments 
are untested or unsatisfactory, (3) the potential subject cannot consent because of 
the acute condition, (4) there must not be time within the proposed therapeutic win-
dow of the intervention to contact the LAR to obtain prospective consent, and (5) 
the subject might directly benefit from participation in the research.

These new regulations mandated community consultation and public disclosure 
as protective measures for members of the community who may be enrolled without 
their consent in a resuscitation trial. The hope was that this process would help miti-
gate the risks and enhance the benefits of research. Shared responsibility between 
the investigators and community members can help legitimize the research endeav-
ors. Community consultation is a two-way process aimed at gathering feedback 
from the community regarding the appropriateness and acceptability of the design 
of the proposed research, including its risks and benefits. Investigators typically 
reach out to civic groups or invite community members to a “town hall.” They may 
also conduct surveys of community members. Public disclosure, on the other hand, 
is a one-way process by which investigators attempt to inform the community about 
the study. This process is overseen by the local IRB, as well as by an independent 
DSMB, the FDA, and funding agencies. The goal of this process is to provide suf-
ficient information to the community such that they are aware of the plans for the 
research, the expected benefits and risks, as well as information regarding conduct-
ing the study without informed consent.

Even non-interventional clinical studies may benefit from an exception from 
informed consent [13]. Such studies represent minimal risk to the subject. Losing 
potential subjects because of a lack of consent could lead to consent bias in that 
subjects with a lower severity of illness would be more likely to consent. The num-
ber of subjects could be significantly decreased.

 Experiences with Community Consultation 
and Public Disclosure

The Resuscitation Outcomes Consortium (ROC) was developed by the National 
Heart, Lung, and Blood Institute to conduct clinical trials related to cardiac arrest 
and trauma. The experience of this group exemplifies some of the challenges with 
the process of community consultation and public disclosure [14]. Within this con-
sortium, there was significant variability among centers regarding their approach to 
community consultation and public disclosure, though there were common points 
of information that were utilized during discussions with community groups. The 
public disclosure portion of the process typically included press releases, newspa-
per, radio, and television interviews. Centers created websites that provide 
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information and often provided a mechanism for community members to comment 
on this study. Paid advertisements were also utilized. The utility of this public dis-
closure process could be questioned. Several surveys have demonstrated that only 
about 5–10% of potentially eligible subjects in a community were actually aware of 
the study [15, 16].

For the community consultation portion, many sites sponsored town hall events 
with community members and IRB representatives, but these were generally poorly 
attended and yielded little feedback. Investigators found that they could engage with 
community members and leaders better when they presented the study to a group 
that was already scheduled to meet for a given purpose. Focus groups of cardiac 
arrest or trauma survivors were very engaged and provided excellent feedback. 
Several sites utilize a random digit dialing, structured telephone survey of the com-
munity, chosen to match the demographics for potential subjects, which was per-
formed by an independent professional group [17]. This process yielded hundreds 
of survey responses in a relatively short period of time, but this could be rather 
costly for the investigators. Other researchers have utilized social media to reach out 
to the community [18, 19].

Community members’ opinions regarding the exception from informed consent 
vary considerably. They may be more willing to receive a new drug outside of a 
research study and particularly outside of a randomized, controlled trial [20]. They 
may also be less willing to participate in a study of a very invasive procedure com-
pared to a less invasive procedure. The methodology for conducting community 
consultation can impact the responses. In one study, the method of consultation 
(phone survey, interview, or community meeting), framing of questions (positive or 
negative), and community demographics (ethnicity, age) affected the outcome [21]. 
In addition, victims of trauma may have a different opinion than their families or the 
general community [22]. For critical care research, there may be a tendency for 
LARs to overestimate the willingness of a subject to participate in a study, particu-
larly as the risk of the intervention increases [23].

Do investigators need to reach out to the broader community or could they use 
community leaders as surrogates for the rest of the community? A survey of patients 
in an urban emergency department suggested that most respondents could identify 
with specific communities and could identify leaders who could represent their 
views [24]. The communities were most often identified as geographic, religious, or 
medical, whereas the ideal leaders for consultation most often had geographic, reli-
gious, or political affiliations.

One other part of the community consultation and public disclosure process 
includes providing a process for individuals to opt out of the research before poten-
tial enrollment. Typically, the investigators offered the individual a bracelet. One 
center issued a pocket card that could be recognized by EMS personnel. The general 
experience has been that very few individuals request to opt out, though media cov-
erage of a study may influence community reactions and requests for opt-out brace-
lets [25]. A survey of community members who requested to opt out demonstrated 
that these individuals generally supported resuscitation research, but opposed con-
ducting the research without consent [26].
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Once a subject is enrolled in a study under the exception from informed consent, 
researchers are required to obtain and document consent from the subject or LAR 
for continued participation in the study. Optimal timing of this notification and con-
sent process depends upon the status of the subject and the availability of the 
LAR. Even if the subject dies in the meantime, researchers need to notify the LAR 
at an appropriate time. Contacting the LAR is often difficult because of poor or 
inaccurate contact information [27]. If the consent is obtained from an LAR and the 
subject is subsequently able to engage in the consent process, the subject then has 
the option of continuing participation or not.

If the subject or the LAR refuses continued participation, researchers may be 
allowed to utilize that subject’s data up to the point of this refusal, but this depends 
upon following regulations stipulated in the Health Insurance Portability and 
Accountability Act and other federal or state regulations. In addition, researchers 
may utilize public information, such as vital statistics, to find out if a subject has 
died. For the welfare of subjects, a process for assuring proper identification of any 
adverse effects of the intervention, even after the patient has been removed from the 
study, should be arranged if possible. Appropriately collecting as much outcome 
data as possible for a subject that is enrolled in a clinical trial is critical for the sta-
tistical evaluation of the intervention. Perhaps just as important, however, is collect-
ing data that would support the safety or the adverse effects of an intervention. As a 
general rule with these studies, the actual risk to the subject from the intervention 
has already occurred by the time consent for continued participation is discussed. 
Ongoing participation generally has minimal risks involved.

One of the major challenges with community consultation is how to define the 
community and how to appropriately reach that community for consultation. For 
example, community consultation for a study of patients who suffer a nontraumatic 
cardiac arrest, which typically occurs in older adults, could be conducted at com-
munity events typically attended by this age group or organizations to which they 
frequently belong. In general, trauma could affect essentially any age group, par-
ticularly people under the age of 45. Here, too, there may be organizations or events 
that would lend themselves to the conduct of community consultation. Blunt trauma, 
e.g., motor vehicle crashes or falls, can impact all age groups regardless of gender, 
race, or socioeconomic status. In contrast, penetrating trauma, e.g., gunshot wounds 
or stab wounds, frequently affect young, minorities, males. Reaching this demo-
graphic group can be significantly more difficult. Since the vast majority of trauma 
studies include patients who have suffered blunt trauma, this is not usually a prob-
lem, even if a small percentage of the expected subjects would have suffered pene-
trating trauma. The Emergency Preservation and Resuscitation for Cardiac Arrest 
from Trauma study, on the other hand, is an example of a study that is only enrolling 
patients who have suffered penetrating trauma. These researchers therefore had to 
tailor the committee consultation process to engage this part of the community [28]. 
Surveys were placed in trauma clinic, which should include patients who represent 
the population at risk. Researchers went to events that were specifically targeted to 
the communities at risk. Organizations that represent this community were directly 
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approached for discussions. Random digit dialing telephone surveys were utilized 
based upon the phone numbers within the trauma registry.

 Oversight of Community Consultation and Public Disclosure

Federal regulations mandate that a federal agency must approve clinical trials that 
involve the exception from informed consent. For the most part, this oversight has 
been conducted by the FDA.  For projects that are funded by the Department of 
Defense, approval is also required at the level of the secretary of the designated 
service, even though military personnel are typically excluded from enrollment 
because they are considered a vulnerable population that is not free to choose 
whether or not to participate. There has been some work on developing processes 
for conducting research within the Department of Defense [29].

At the local level, the IRB must approve the community consultation and public 
disclosure plan and then review the findings before allowing the research to pro-
ceed. There has been a strong push for developing a national IRB that could set 
standards for studies conducted under the exception from informed consent for 
research in the emergency setting. This would be extremely helpful for multicenter 
studies in which individual IRBs may have variable experience and expertise with 
resuscitation research. A realistic alternative might be development of regional or 
centralized IRBs for approval and execution of community consultation and public 
disclosure plans, as well as study oversight and monitoring. Creation of specialized, 
community IRBs could include community leaders and scientists. This group could 
obtain advice from more experienced IRBs as they gain their own experience with 
this process.

At this point, the current process is relatively well accepted by researchers, IRBs, 
and communities, though it may not be optimal. Further research on this process, 
along with ongoing discussions between regulatory agencies and researchers, will 
be necessary for this process to further evolve.

 Challenges with High-Risk Interventions for Resuscitation 
and Critical Care

Advances in technologies for the support of failing organs have saved countless 
lives. Ventilators for supporting patients with respiratory failure and hemodialysis 
machines for supporting patients with acute kidney injury are ubiquitous in ICUs in 
the developed world. Though these resources may be limited in developing coun-
tries or during disasters and pandemics, ethical issues with their initiation or discon-
tinuation do occur but are relatively uncommon.
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In contrast, there are more advanced organ support technologies that are 
extremely expensive, require enormous amounts of resources, and are limited to 
very advanced medical systems. For example, extracorporeal membrane oxygen-
ation (ECMO), which is essentially a scaled-down version of the heart lung machine 
like that used for cardiac surgery, can support the lungs in venovenous (VV) mode 
or both the heart and lungs in veno-arterial (VA) mode. Demonstrating clear benefit 
of ECMO has been very difficult [30, 31]. More recently, the use of this technology 
as extracorporeal CPR (ECPR) for resuscitation of patients with refractory cardiac 
arrest has gained significant interest in many centers [32]. Ever since ECMO became 
available, however, its use has led to ongoing scientific, ethical, and financial debate. 
The use of ECMO in neonates and children has become relatively standard, whereas 
the use in adults has not.

The decision to initiate ECMO often must be made quickly, with little time to 
discuss the pros and cons with the patient’s family. Invariably, the patient is in extre-
mis and unable to participate in the discussion. ECMO centers develop guidelines 
for making the decision to offer ECMO or ECPR in certain cases, but the decision 
is usually not straightforward. The challenge with ECMO is that the device itself 
does not directly improve the patient’s underlying disease process. It supports 
patients long enough for them to either improve on their own or transition to a long- 
term solution such as a transplant (heart or lung) or ventricular assist device. Once 
the patient is supported on ECMO, the most common outcomes include clinical 
improvement with weaning from ECMO, bridge to a long-term support device or 
transplant, or deterioration to death from multiple organ failure or a catastrophic 
event (such as intracerebral hemorrhage). The most challenging outcome, however, 
is that the patient remains relatively stable on ECMO, perhaps even awake, but 
clinical improvement to allow weaning from ECMO is extremely unlikely and no 
other destination therapy is available [33]. Because of these potential scenarios, 
early ethics committee consultation is extremely important when employing expen-
sive, labor-intensive interventions without clear benefit and sometimes without a 
clear destination for the individual patient.

 Challenges During Disasters and Pandemics

Planning for disasters and pandemics is critical, but the topic is outside the purview 
of this review. There are, however, significant challenges that arise with resuscita-
tion strategies and research once the event has already occurred. In general, if the 
event has overwhelmed the healthcare system, triage decisions must be made 
regarding how to save the most patients or the most patient-years. These decisions 
focus on standard therapies, such as the use of ventilators, the use of medications 
that could be in limited supply, or providing cardiopulmonary resuscitation. Whether 
or not to provide more advanced therapies presents a unique challenge. The use of 
ECMO provides an example of just such an intervention that is worth discussing. If 
an institution or healthcare system does not have the ability to provide ECMO and 
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transporting a patient to an ECMO center is not possible, there is really no decision 
to make. ECMO is just not offered. On the other hand, if an institution does have 
ECMO capability, including the necessary personnel, equipment, facilities, and sys-
tems [34], how should this resource best be utilized during a challenging event such 
as a pandemic? Experience with previous influenza outbreaks, such as H1N1, and 
COVID-19 can provide useful context [35].

For patients with severe respiratory failure from influenza or COVID-19, stan-
dard ventilatory support, even with the addition of rescue therapies such as prone 
positioning, may not prevent death from hypoxemia. ECMO could provide the nec-
essary support to allow recovery. The decision to offer ECMO to patients who are 
infected with the viral agent is difficult. It could be life-saving, or it could just put 
more healthcare workers at risk of infection and waste valuable resources. In addi-
tion, during such events, should the use of ECMO in other circumstances be lim-
ited? If only one more circuit is available, should it be used for a COVID-19 patient 
or a trauma patient with severe pulmonary contusions? These are difficult questions 
without easy answers. Having predetermined criteria for ECMO and utilizing 
experts in ethics and legal matters when necessary are critical [34].

During disasters or pandemics, healthcare personnel and systems are almost 
totally focused on saving lives. In order to improve outcomes during the event or 
during future events, there needs to be some effort to conduct research. Data collec-
tion as in a registry could be accomplished readily if electronic health records are 
still available and the necessary information is entered by healthcare workers any-
way. Asking these frontline staff to enter additional information is not feasible. If an 
institution develops a standard treatment protocol for these patients, based upon the 
typical standard of care and current knowledge about the disease, collecting data on 
outcomes as in a quality improvement fashion could be invaluable and would not 
represent research that would require regulatory approvals.

The greater challenge in terms of logistics and ethics is actually trying to conduct 
prospective research. When patients and providers are desperate to save more peo-
ple, they may be willing to try unproven (or even potentially dangerous) treatments. 
This approach is troubling both ethically and scientifically. Another approach could 
be asking pharmaceutical companies for compassionate use of certain therapies that 
may have benefit. Depending upon the approval status of such therapies, this may or 
may not present an ethical concern.

It is possible, however, to conduct research even in the middle of a pandemic. 
Researchers need to quickly design appropriate trials with the most promising 
agents based upon previous basic science or clinical literature. These studies still 
require funding and appropriate approvals from the FDA and IRB. Institutions have 
the ability to expedite the usual processes in order to start trials in a timely fashion 
while maintaining the standard safeguards for research subjects. The classic 
approach to randomized clinical trials has been questioned as typically large num-
bers of patients are needed, significantly prolonging the duration of the trial. The 
use of adaptive trial designs has been successfully employed to facilitate clinical 
trials [36]. During a pandemic, such an approach could make even more sense. 
Creative researchers, with support from drug companies, the FDA, and local IRBs, 
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can rapidly initiate ethically and scientifically rigorous trials and, hopefully, dis-
cover effective therapies, even in the midst of a pandemic.
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Chapter 31
Defining Standards of Care and the Role 
of Expert Testimony in Jurisprudence

Wendy L. Wright

 Introduction

Most clinicians fear being named in a medical malpractice lawsuit, but the particu-
lars are often misunderstood, especially by those who have never participated in a 
malpractice trial. In the United States, the basis of medical malpractice is profes-
sional negligence. The legal elements required to prove that a clinician was indeed 
negligent depend on the ability of a plaintiff’s (patient’s) attorney to prove that the 
health care provider breached their professional duty, causing damages. Breach of 
duty, in the case of medical malpractice, is another way to say that the clinician did 
not provide the standard of care [17]. Determining the applicable standard of care is 
a complicated legal issue that usually requires testimony of a medical expert wit-
ness. Therefore, understanding how the standard of care is determined and the role 
of expert witness testimony should be of interest to everyone practicing medicine.

 Tort Law, Professional Negligence, and Medical Malpractice

An important goal of the American legal system is to establish an expectation of 
societal norms in order to provide stability [17, 30]. The legal system, therefore, 
should provide clarity and certainty [17]. Ostensibly, if one is aware of defined stan-
dards of law, one will be able to predict which actions (or inactions) will lead to 
government- imposed sanctions and penalties. On the other hand, if laws are not 
well defined, or if the sanctions and penalties are applied inconsistently, justice can-
not be applied equally and impartially.
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The basis of medical malpractice is rooted in tort law. A tort is a type of civil 
wrong that has a legal remedy, usually consisting of compensation or repayment to 
the wronged person. A civil wrong is contrasted from a criminal wrong, in which 
the crime is considered to be an offense to the public, and involves condemnation 
and punishment from the State. One major category of torts is negligent torts [30]. 
Negligence in a legal context is defined as the failure to exercise the degree of care 
appropriate to specific circumstances, which then leads to some form of damage or 
harm [28]. Professional negligence is a specific form of negligent tort, in which a 
professional, defined as one who has a particular degree of skill based on education 
and training, breaches a duty of care that is owed to the client. Medical malpractice 
is a specific form of professional negligence based on the duty a health care provider 
has in relation to a patient [31].

Medical malpractice laws share the common goals of other torts, including to 
compensate someone who has suffered a loss, to act as a deterrent for negligent 
actions, and to encourage judicial handling of disputes rather than self-help (which 
can include vigilante or renegade justice). When a patient (or their family) feels that 
they have unjustly suffered some type of harm or damage at the hands of a medical 
professional, they hire a plaintiff’s attorney, whose role is then to prove all of the 
necessary elements of medical malpractice based on the preponderance of the evi-
dence [31]. The elements of medical malpractice are, again, based on the standard 
elements of negligence but are applied specifically based on the expectations of the 
duty the medical professional owes to a patient. Those elements are often listed as 
duty, breach, causation, and damages [31].

 Elements of Medical Malpractice

All medical malpractice actions begin with an event, such as an adverse patient 
outcome, an injury, or a medical error. The event in question may lead to a dispute 
among the patient/family (plaintiff) and the health care provider/practice group/
hospital (defendant). The plaintiff may contend that they were injured as a result of 
the negligence of the health care provider; the defendant may argue that the damage 
was unavoidable (for example, as part of the natural progression of disease, or an 
adverse event that occurred despite appropriate care). If the plaintiff chooses to seek 
damages, they will hire an attorney and allow the dispute to play out in court. In 
order for defendants to be found guilty of malpractice, the plaintiff must prove all 
four of the following elements based on the preponderance of the evidence 
(Table 31.1).

The US legal system is an adversarial system, meaning that if a dispute is going 
to be settled in a lawful forum such as the court system, the two disputing parties 
will have legal representation who will advocate for them, with a judge presiding to 
ensure correct procedures, and often a jury to hear the case in order to decide on a 
verdict. Before the actual trial, a great deal of work is done to gather information 
regarding the dispute, including the depositions of the parties and of expert 
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witnesses. Attorneys may file motions, such as to dismiss a case or to exclude cer-
tain evidence. Most malpractice disputes do not actually make it to trial; rather, they 
are dismissed or are settled before trial [20]. If the case does go to trial, expert wit-
nesses will be called to help the jury understand the medical information in the case, 
so that they may decide which party will prevail.

Although each element of negligence must be proven, the standard of care 
deserves focused discussion. Establishing standard of care is necessary to demon-
strate a breach of duty. A lay jury, however, is not likely in a position to know what 
standard would apply to a particular situation; therefore, this element usually 
requires expert witness testimony. Understanding how standard of care evolved, 
how it is determined, and what factors must be considered when establishing the 
relevant standard will help to better inform the legal system as to when malpractice 
occurred (and may help the health care provider avoid breaching the standard 
of care).

 Evolution of the Standard of Care

Defining the standard of care is essential if a health care provider wishes to reliably 
and consistently avoid breaching their professional duty. Like many legal concepts, 
the standard of care has evolved over time. Early in the history of the United States, 
malpractice suits were rare [23]. Initially they were based on English jurisprudence 
and comprised chiefly of common law writ proceedings [4]. As more medical 
schools and training programs opened up, medical doctors found themselves 

Table 31.1 Elements of medical malpractice

Element
Requirement to prove 
malpractice Examples

Duty It must be established that the 
clinician had the legal 
responsibility to care for the 
patient

The existence of a doctor-patient relationship
The nurse assigned to the patient

Breach The standard of care was 
violated

Failure to administer antibiotics in a timely fashion
Delay in needed procedure or diagnostic test

Causation The error, omission, or action in 
question caused the damages

Localized infection causes sepsis, leading to 
irreversible organ damage
Failure to diagnose a surgical emergency leads to 
patient death

Damages The patient/family suffered a 
loss in some way

Usually physical (such as death, loss of limb, loss 
of vision, etc.) or economic loss (such as loss of 
future earnings and accumulation of additional 
medical expenses)
In some cases, pain and suffering, or some other 
type of emotional damage may also be considered 
to be present in addition to physical or economic 
losses
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competing with each other in an unregulated, unlicensed market place. Unfortunately, 
medical professionals were also competing with untrained non-professionals ped-
dling services to unwitting customers [18]. By the mid-nineteenth century, some 
courts were equating malpractice actions with contract law, with the failure to 
deliver services as promised essentially constituting a breach of contract. Later in 
the nineteenth century, as the writ system collapsed, tort law emerged, and medical 
negligence evolved as part of tort doctrine. Therefore, a medical professional 
became liable for a breach in the standard of care, rather than for a breach of con-
tract [29]. Part of the reason for this evolution was based on the medical profession’s 
effort to achieve professional status and distinguish medical practice from ordinary 
commercial transactions. Medical professionals argued that the establishment of a 
contract assumed equal footing between parties and was therefore unsuitable for the 
doctor-patient relationship, in which the doctor has the education and training to 
understand the risks and benefits of proposed treatment that the patient is not 
expected to understand as fully [18]. By assuming the role of the professional, the 
health care provider, therefore, has a duty toward a patient that is higher than would 
be expected of an untrained member of the public. Health care professionals are 
expected to achieve and maintain a level of skill and knowledge that allows them to 
understand the level of care that should be reasonably expected from a patient seek-
ing medical treatment; failing to meet this level, or standard, of care, leaves the 
health care professional liable for harm that may befall the patient as a result.

At the close of the nineteenth century, the standard of care was felt largely to be 
based on custom [17]. If a practice was considered customary, or felt to be some-
thing that was “usually done,” failing to provide such level of care could be consid-
ered a breach. Early in the twentieth century, the Supreme Court added an additional 
a requirement, essentially stating that failure to do anything that seemed “reason-
able” could be considered negligence, when, in 1903, Associate Justice Oliver 
Wendell Holmes, Jr., included the following statement in a Supreme Court opinion: 
“what usually is done may be evidence of what ought to be done, but what ought to 
be done is fixed by a standard of reasonable prudence, whether it is usually com-
plied with or not [26].” In The TJ Hooper case, Judge Learned Hand ruled that the 
standard for negligence was based on if something (in this case, a new technology) 
was “reasonable” and didn’t matter if it was customary [27]. In the medical profes-
sion, this would be a hard standard with which to comply, considering on the rapid 
evolution of technology and the differences in opinion in what would could be 
“reasonable.”

The case of Helling v. Carey added to these worrisome precedents. The case 
involved a 32-year-old woman who suffered severe, permanent eye damage due to 
glaucoma. At the time, routine screening for glaucoma for patients under 40 was not 
customary among ophthalmologists. However, the court held the defendant ophthal-
mologists liable for damages, concluding that reasonable prudence required the 
timely administration of an eye pressure test, regardless of the standards the oph-
thalmologic community set. The ruling stated that custom is not the definitive factor 
in determining negligence; to the contrary, custom was not enough, and there are 
some things that are not customary, but may be reasonable, merely based on 
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prudence. This case in particular was worrisome to the medical community because 
it suggested that it is up to the legal profession and the jury, not the medical profes-
sion, to decide what is “reasonable” and “unreasonable” [11]. The ruling in Helling 
prompted state legislatures to pass statutes that defined the standard of care in their 
jurisdiction. Washington was first and said the standard of care is not met when “the 
defendant or defendants [fail] to exercise that degree of skill, care and learning pos-
sessed by other persons in the same profession…” [19].

The modern definition continued to emerge with a series of landmark rulings, in 
many ways defining what the standard of care is not. In Hall v. Hilburn, the court 
ruled that a physician treating a patient takes on an “obligation enforceable by law 
to use minimally sound medical judgement and render minimally competent care in 
the course of service [the physician] provides. A physician does not guarantee 
recovery…A competent physician is not liable per se for a mere error of judgement, 
mistaken diagnosis or the occurrence of an undesirable result [10].” This ruling 
makes two important points that are commonly misunderstood by the medical com-
munity. First, the standard of care is only meant to apply a minimal standard of 
competency. This may seem antithetical to medical professionals, who are highly 
educated and motivated to be excellent. However, a line must be set somewhere, so 
that that medical professionals have a clear and consistent line that they know not to 
cross, lest they will be held legally liable. When considered from this vantage point, 
one can see that setting the line at the level of “minimal competence” makes sense, 
so that the standards do not allow for “incompetent” clinicians, and yet do not 
exclude those who meet the required education and training elements. The second 
important point to take away from the Hall ruling is that the standard of care is not 
ideal care, or perfect care, although the phrase is commonly misused by medical 
professionals who mistakenly conflate “standard of care” with “gold standard.” This 
second point is further emphasized in the case of McCourt v. Abernathy, in which 
the court ruled that “negligence may not be informed from a bad result – a physician 
is not an insurer of health and is not required to guarantee results, rather must meet 
the standard skill possessed generally by others practicing in [their] field under 
similar circumstances” [16].

Johnston v. St Francis Medical Center was a critical ruling that helped further 
define the modern concept of standard of care. In this case, the court ruled that phy-
sician conduct and judgment cannot be judged in hindsight, but rather must be 
judged based on what a competent physician would have done under same or simi-
lar circumstances [13]. The stipulation that the judgment is based on the “same or 
similar circumstances” added the important elements of timing, practice setting, and 
patient-specific factors. For example, a case that is coming to court several years 
after the dispute arose needs to be judged based on the relevant standard of care at 
the time of the incident. Furthermore, health care professionals at a small, rural 
hospital with less access to specialty services, diagnostic equipment, and surgical 
equipment should not be held to the same standard as those at a large, urban, tertiary 
referral hospital. The medical decisions made at the time and in the circumstances 
also have to take into account the history, condition, and risk factors of an individual 
patient. For example, if a certain situation would normally dictate a diagnostic 
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study, but the patient is too hemodynamically unstable to undergo the test, a clini-
cian should not be held liable for a breach of standard of care for failing to obtain 
the diagnostic test. Therefore, the relevant standard of care is highly fact-specific.

Hence, the evolution of standard of care has passed through phases from that 
which is customary, to that which is customary plus anything that seems reasonable, 
to a more modern definition, generally speaking, of that which a minimally compe-
tent physician in the same field would do under similar circumstances. Standard of 
care does not mean perfection in practice; bad outcomes are to be expected, and it 
is not reasonable to expect that all disease entities are diagnosed within a specified 
time frame. Since tort law is regulated by individual states, each state has a legal 
definition of malpractice and of standard of care.

 Defining Standard of Care

Standard of care is a legal term of art. Its specific definition applied to a malpractice 
case depends on the jurisdiction in which the dispute occurs. However, a generic 
definition of standard of care can be conceptualized as the care that would be pro-
vided by a reasonable and prudent clinician in the same or similar circumstances 
[32]. Care that does not meet this standard is considered a breach. The definition 
usually includes qualifiers such as “reasonable” and “prudent” to indicate that a 
provider is both trained and qualified, as well as meeting professional obligations to 
maintain competency and skill, such as participating in continung medial education. 
Some states will include (or substitute) “careful,” “cautious,” or “skilled” into their 
definitions. It is important to note that the definition does not refer to what the “aver-
age” clinician would do, otherwise half of the medical care provided would breach 
the standard of care.

Within the definition of standard of care, one will often find phrases such as “in 
the same or similar circumstances.” This element of the definition implies a timing 
aspect and acknowledges that not all resources are available to all clinicians. With 
respect to the timing, the standard of care applied to the case must reflect the stan-
dard of care at the time of the incident in question, rather than what may have been 
accepted in the remote past, or how thinking might have evolved since then. 
Additionally, the clinician’s actions (or omissions) need to be assessed based on 
what the clinician knew (or should have known) at the time, and not influenced by 
hindsight, or based on how the case subsequently unfolded. “Same or similar cir-
cumstances” should also imply that the care be judged based on the resources avail-
able to the clinician. For example, if a clinician is practicing at a hospital where a 
certain subspecialist or equipment was not available, the clinician should be held to 
a standard of care based on their own resources and geography (though transferring 
the patient to a facility providing a higher level of care may be within the range of 
acceptable options that would qualify as meeting standard of care).

Despite the fact that standard of care is supposed to be a fixed standard, based on 
“reasonableness” as assessed by educated, trained professional in good standing, 
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the conflict of opinion among expert witnesses is often at the core of a medical mal-
practice dispute. Considering clinical equipoise, and that the definition of standard 
of care is dependent on patient factors, timing, circumstances, setting, and the train-
ing and experience of the provider, it is not too surprising that disagreement ensues. 
Importantly, there is not often a single right answer or action that would constitute 
the accepted standard of care, but more likely there is a range of acceptable, reason-
able, prudent options that would meet the standard of care, rather than fall below it 
and constitute a breach [32]. Smith [21] describes it not as a “duty determined by a 
given set of circumstances that present in a particular patient, with a specific condi-
tion, at a definite time and place,” rather than a guideline or a list of options.

 Establishing Standard of Care

As stated previously, one must first establish an accepted standard of care in order 
to prove that it was breached [5]. However, establishing a particular standard of care 
for each individual situation is a complicated issue, largely because each malprac-
tice case is heavily fact-specific. Health care providers (and attorneys) have many 
sources to turn to that might give some insight into what the relevant standard of 
care might be, but these can be difficult to apply at the level of the individual inci-
dent in question.

A common starting point when looking for the standard of care has traditionally 
been local practice patterns, but this is becoming less relevant as medical profes-
sionals have access to a robust amount of medical education materials to help inform 
decisions [32]. The original idea behind the locality rule was that a local community 
would have similar access to medical educational materials, would learn from each 
other, and would model behavior to one another; therefore, expectations were based 
on the resources and practice patterns that evolved in that area. Restated, the “local-
ity rule” is generally described as the expectation that a defendant physician provide 
the same degree of care and skill that is required of other physicians practicing in 
the same or similar community [4]. The locality rule was originally widely adopted 
in the United States, mostly as a way to protect rural physicians from having to 
uphold the same standard of care that was provided in academic health science cen-
ters and modern, urban clinics [9]. In the mid-1960s, case law emerged that held 
specialists to the standard of other specialists, regardless of locality [3]. Modern 
critics call the locality rule “archaic” and “anachronistic” in light of the standardiza-
tion of medical education, wealth of information readily available for access glob-
ally, and in the context for national standards for board certification [6]. Indeed, the 
locality rule seems increasingly difficult to justify, but some states do maintain 
some reliance on the locality rule [4, 14]. In contrast to the locality rule is the 
national standard. National standards assume the same level of training and dili-
gence among practitioners, but neither assumes nor requires the same availability of 
medical facilities [4]. The application of local vs. national standards is just one of 
the complexities in establishing standard of care.
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It seems desirable to seek a written source of proof of standard of care, such as a 
textbook, journal article, guideline, practice parameter, hospital policy, or profes-
sional society statement [32]. The problems with many of these written sources can 
be reflected when one considers the use of clinical practice guidelines, or CPGs, as 
a source to establish standard of care [4, 17]. Several legal cases have addressed the 
use of CPGs, but currently there is no set standard for how these documents are used 
in court [8]. Normally, such documents would be considered “hearsay” since the 
authors are not available to testify or be cross-examined. However, CPGs may be 
used as “learned treatises,” therefore bypassing the hearsay rule, if they are consid-
ered to be of scientific validity. The validity of CPGs (and other written materials) 
is boosted if the informational material includes multiple sources of scientific merit 
and is not dependent on the opinion of a relatively small group of people. If clear 
evidence is sparse, this should be acknowledged [17].

The hope of many was that CPGs would shield clinicians form frivolous law-
suits, eventually decreasing the practice of defensive medicine [15]. However, there 
are several pitfalls to consider. First, CPGs become quickly outdated because of new 
research and emerging practices [4]. This is also considered a problem with other 
written materials, especially textbooks. Another problem is that CPGs may conflict 
with one another, even if they were created contemporaneously. Some may lack 
enough scientific evidence to support their recommendations, and some are pub-
lished by groups without fiduciary responsibilities to patients, such as insurance 
companies or the pharmaceutical industry. Additionally, some guidelines may be 
authored by individual clinicians or groups of clinicians with potentially conflicting 
industry relations [4].

With these things in mind, CPGs should probably not be used to set standard of 
care for any individual malpractice case [4]. Ideally, the CPGs would allow for 
some flexibility and consideration of the complexities of care that clinicians inevi-
tably face in real-life scenarios [17]. Some CPG writing groups are now being care-
ful to add in disclaimer statements, specifically stating that the CPG does not 
indicate a standard of care, but this act alone is likely not protective. Though CPGs 
might not set the standard of care, they can be persuasive, especially if they are from 
strong, evidence-based sources, like professional medical societies [12]. The CPGs 
and other written material may, for example, lend credibility to (or detract credibil-
ity from) expert medical witness testimony [17], but generally, they are just a part of 
the larger body of evidence [12].

 Role of the Expert Witness

A responsible clinician may use sources such as local practice patterns, professional 
society statements, medical literature, and clinical practice guidelines to maintain 
education and competence. While these sources may be persuasive to a jury, when 
establishing a heavily fact-specific issue like applicable standard of care, expert wit-
nesses are necessary. A medical expert witness assists a court (or other lawful forum 
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convened for the purpose of dispute resolution) by explaining relevant medical pro-
cesses and scientific information so that the court may determine the facts of the 
case. Neither the judge nor the jury is likely to have medical training, so expert 
witnesses must be able to explain information in a way that makes sense to a lay 
audience. Fortunately, this skill is quite inherent to medical practice, since most 
clinicians need to be able to explain relevant medical information to patients and 
families on a regular basis. State laws generally require that an expert witness be 
qualified by knowledge, skill, experience, training, or education in order to help the 
finders of fact (usually the jury) understand the evidence. The testimony of the 
expert witness must be based on sufficient facts or data and should be the product of 
reliable principles and methods that are relevant to the facts of the specific case in 
which the opinion is rendered [32].

As discussed previously, medical malpractice has four required elements: duty, 
breach, causation, and damages. All four elements must be proven by the plaintiff to 
a reasonable degree of medical certainty, sometimes described as “more likely than 
not,” or “greater than 50% certainty.” An expert witness may serve to elucidate any 
of the elements or combination of elements [32]. Therefore, for each element, such 
as standard of care, an expert will generally be asked to describe the level of cer-
tainty for the opinion; if the expert does not feel that the opinions expressed are 
beyond a reasonable degree of medical certainty/more likely than not/greater than 
50% certainty, this should be made clear.

Duty has traditionally been an element that was not heavily disputed; rather, 
clinicians would be professionally obligated to render care based on the existence of 
a clinician-patient relationship. This was originally based on the notion that the 
patient and doctor entered into what was essentially a contract, though usually an 
implied contract. This relationship may not be as clearly established with hospital-
ized patients, who may have little to no option for their nurse, advanced practice 
provider, or hospital-based physician. Aspects of duty have become less clear with 
the rise of telemedicine and with evolving practice patterns, including the use of 
hospitalist-based physicians and advanced practice providers. For example, if a hos-
pitalist is caring for a patient while assigned clinical duties, does the doctor-patient 
relationship end when the clinical duties are handed off to another hospitalist? As 
with many disputes surrounding malpractice, this may be one of the points argued 
within a particular lawsuit.

A malpractice case usually requires a plaintiff’s expert witness opinion that the 
standard of care was breached in order to proceed to trial, and the defense attorney 
will generally put forward an expert witness whose opinion is that the standard of 
care was not breached. In fact, in many cases, the plaintiff’s expert witness claiming 
a breach of standard of care may be the only barrier to a malpractice case being filed 
[32]. Most jurisdictions require that, in order to testify about standard of care, the 
expert witness be in the same profession, specialty or field of practice as the defen-
dant clinician [4]. In the strictest form of the locality rule, some jurisdictions require 
an expert witness to practice in the same community or in a community similar to 
the community in which they are offering opinions [9]. Similarly, some jurisdictions 
will call for the application of a local standard of care, which means that local 
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practice patterns will influence what range of clinical decisions meet the duty of 
standard of care, but some require that a national standard be used [32]. The needed 
facts upon which the standard of care will be based should be largely found in the 
medical record, where patient’s history, condition, risk factors, diagnostic studies, 
and responses to treatments should be carefully and contemporaneously docu-
mented, as should discussions of risks and benefits, goals of care, and informed 
consent documents. In the face of inadequate documentation, health care provider 
depositions may fill in the gaps, but health care providers should remember to pro-
vide thorough documentation. Besides offering higher quality patient care, there 
can be some legal protections if the documentation supports that the defendant met 
the standard of care [7].

Another element of malpractice that usually requires medical expert opinion is 
that of causation. In order to prove medical malpractice, the plaintiff’s attorney must 
prove that negligence caused harm to the patient. Causation is a very complex legal 
issue, often beyond the knowledge of a lay jury, so an expert witness is called in to 
explain the relevant issues. Sometimes, the act of negligence directly causes the 
harm or injury, but sometimes it is part of the chain of causation [32]. The issues can 
be more complicated, such as when the negligence may have “substantially 
increased” the likelihood of an injury, or lead to a “loss of chance” for treatment [24].

Sometimes medical expert witnesses will be asked to give an expert opinion on 
damages. In a civil court proceeding like a medical malpractice trial, the only option 
for compensation for “damages” is financial remuneration. This may include medi-
cal bills, future medical treatments, loss of income, pain and suffering, and oth-
ers [25].

 Practical Aspects of Expert Witness Testimony

Providing much-needed assistance to the courts by serving as an expert witness may 
not be the right choice for all health care professionals, but some professional soci-
eties, such as the American College of Physicians, encourage broad participation 
[22]. In fact, some hold it up as a professional duty. The legal system (and, by exten-
sion, the citizens it applies to) would likely benefit from the balance brought by a 
wider variety of educated voices, rather than relying on a relatively few physicians 
or other health care professionals who spend a disproportionate amount of time 
testifying (and, therefore, less time practicing, potentially leaving them less attuned 
to relevant standards of care). Many professional societies have recommended qual-
ifications and expectations, and codes of ethics that address the implications of 
unethical testimony [1, 22]. Additionally, state laws may specify qualifications. The 
retaining attorney will usually pose questions about time in practice, professional 
training, licensure, practice setting, etc., before deciding to retain an expert. 
Hospitals and health care systems may have policies that apply to employees wish-
ing to engage in legal consulting, which may include requiring the employee to have 
the employer’s permission to participate [32].
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As far as qualifications, the American College of Physicians (ACP) has recom-
mendations that generally reflect those of many other professional societies. 
Interested parties should check specifically with their professional societies; in the 
absence of any further guidance, what follows should be considered advisory, but 
may be neither necessary nor sufficient. Per the ACP, the expert witness should have 
a valid, unrestricted license to practice in their state. The expert witness should be 
certified by an appropriate Board or should be fully trained in a specialty or subspe-
cialty that is appropriate to the subject matter of the case; the expert should be quali-
fied by experience or should have demonstrated competence; they should have 
evidence of continuing medical education; they should be familiar with the clinical 
practice of the specialty or the subject matter of the case at the time of the alleged 
incident in dispute; and they should have been actively involved in the clinical prac-
tice of the specialty or the subject matter of the case for three of the five years prior 
to the date of the testimony [22].

The ACP also offers general guidelines that are helpful to anyone considering 
acting as an expert witness. They say that an expert witness should testify honestly, 
fully, and impartially about their qualifications and regarding the medical informa-
tion involved in the case. They suggest that one should review the standards of 
practice prevailing at the time of the alleged occurrence [22]. The author finds this 
to be controversial, since, in theory, a qualified expert should be very familiar with 
the relevant standards. One might posit that if the expert has to review the standards, 
they might not be qualified enough to offer an opinion; however, the suggestion to 
fully prepare and ensure accuracy is respectable. When testifying, the expert should 
be prepared to state whether testimony is based on personal experience, specific 
scientific references, or generally accepted within the specialty [22]. The American 
Academy of Neurology (AAN) guidelines state that if an expert is engaged expert 
witness testimony for more than 20% of their professional time, the expert should 
be prepared to demonstrate clinical competency and that their opinion is objective, 
rather than being influenced by financial considerations [1].

Some elements of the expert opinions, such as causation or damages, may be 
based on a medical evaluation. This is usually done by performing a detailed review 
of the medical records, but a face-to-face evaluation of the patient may be required. 
Due to variations among jurisdictions, it is very important to listen to the instruc-
tions of the retaining attorney. If the attorney who has retained the expert witness 
feels that the expert opinions are helpful to their client’s case, the attorney may ask 
the expert witness to report them formally to the court. This may require a written 
report or a deposition. Though many malpractices cases settle before going to trial, 
an expert witness should always enter into a case with the mindset that they may 
need to provide formal trial testimony before the court and that they will see the 
case through to the end [32].

Serving as a medical expert witness can be time-consuming. Experts should be 
prepared to commit the necessary time to familiarize themselves with the case and 
provide the needed testimony. Compensation for expert witness work should be 
reasonable and reflective of the time that it takes to gather the information needed to 
render the expert opinion, as well as for preparing for deposition and, if applicable, 
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for a court appearance. Under no circumstances should compensation be dependent 
on the outcome of the case [22, 32].

In order to be effective as an expert witness, one must be able to communicate 
well and must be able to explain medical and scientific principles to a lay audience. 
One must be prepared for the fact that the legal system in the United States is 
designed to be adversarial (that is, one party is pitted against the other in a struggle 
to show that their version of the “facts” of the actual case constitute the “truth”). 
Unfortunately for the expert witness, this usually means entering a hostile situation. 
Therefore, the expert witness would do well to testify on opinions with which they 
are comfortable and should expect the opposing attorney to try to undermine their 
credibility [32].

Probably the most important piece of information when formulating an expert 
opinion is to remember that the clinician is there to act as an educator for the court. 
The expert witness may be retained by the plaintiff’s (patient’s) attorney or by the 
defense (clinician, hospital) attorney, but the expert is not an advocate “for” the 
plaintiff or “for” the defense. Rather, the expert is there to present the truth, in so far 
as the medical and scientific facts are understood. The attorneys will use the infor-
mation to advocate for their clients, and the jury will use this information to come 
to a verdict [32].

 Implications of Providing Improper or Unethical Expert 
Witness Testimony

A medical malpractice dispute, by definition, has two opposing sides. This means 
that expert witnesses will provide testimony that is in conflict with other expert wit-
nesses. Keep in mind that there is necessarily a dispute between parties, or else there 
would be no basis for a malpractice case; similarly, there is necessarily a disagree-
ment between the expert witnesses retained by the plaintiff’s attorney and the 
defense attorney, otherwise the case would settle or would be dismissed. Some fear 
that an expert witness is essentially acting as a mercenary, testifying a certain way 
because they are being paid by the retaining attorney’s client. The author proposes 
an alternative point of view: the retaining attorney would not hire the expert witness 
if the witness’s opinion was not helpful to the client’s case. Therefore, the adver-
sarial legal system almost creates a selection bias, of sorts, when it pits expert wit-
nesses against one another. The reasons that educated, trained, licensed, credentialed 
professionals have conflicting expert opinions about a point that is supposed to be 
“objective” are many. Sometimes expert witnesses will offer the opinion based on 
what they do in practice, or what the ideal treatment would have been in a particular 
case, simply as a result of not understanding the legal definition of “standard of 
care.” Sometimes the expert witness will present an opinion based on what should 
have been done in hindsight, or what care is recommended in a generic set of cir-
cumstances. These opinions may not reflect what a reasonable, prudent clinician 
would have done if presented with the same or similar circumstances.
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Sometimes, however, clinicians do present expert witness testimony in an uneth-
ical way. For example, they may serve as an expert witness, even though the area is 
not within their usual area of practice or expertise. They may provide testimony that 
reflects scientific information or practice that evolved after the actual case. They 
may present an area of clinical equipoise as an issue that has been settled or misrep-
resent medical literature in a way that advances their own opinions or causes. This 
may cause one of the parties to suffer an injustice. For example, if a defense attorney 
presents an expert witness that is improperly shielding a defendant, an injured 
patient may not be compensated. If a plaintiff’s attorney presents an expert witness 
that is improperly prosecutorial, an innocent defendant may pay an unfair price in 
monetary damages, reputational loss, and emotional distress. In addition to the 
implications for the individual case, there is a possibility for the improper testimony 
to contribute to the body of case law, impacting future cases.

Since tort law is a common law system, unethical expert witness testimony can 
have lasting implications. Unethical testimony may set unsound precedents, causing 
future clinicians to be held to standards inconsistent with the way medicine is prac-
ticed. Expert witnesses should remember that depositions and court testimony are a 
matter of public record and, therefore, subject to peer review [22, 32]. If caught 
providing unethical testimony, other courts may not allow an expert’s testimony in 
the future, and the experts may face sanctions from their professional societies 
based on formal grievance processes [1]. Expert witnesses who lie under oath could 
even face perjury charges [32]. If one is offering expert witness testimony, this guid-
ing principle may be helpful: an expert witness should live up to the standard of care 
that they are testifying to if they are faced with the same or similar circumstances; 
or, similarly, they be comfortable with the reality that this standard may be applied 
to them someday, either as defendant or as a patient. Testifying to an unrealistic or 
unsound standard may have lasting implications if that standard becomes part of 
case law.

The idea that expert witness testimony drives case law, thereby setting legal prec-
edent and evolving the standard of care, is exemplified in the case of Austin v. 
American Ass’n of Neurological Surgeons [2]. A neurosurgeon suspended from the 
American Association of Neurological Surgeons (AANS) sued for damages, citing 
the economic impact of his damaged reputation. He claimed the suspension was out 
of revenge for expert witness testimony he gave, specifically that the majority of 
neurosurgeons would agree that recurrent laryngeal nerve injury as the result of 
anterior cervical fusion surgery could only be due to negligence on the part of the 
surgeon. To the contrary, recurrent laryngeal injury is a known complication of cer-
vical spine surgery. Whether negligence is the cause of the injury is a fact-driven 
dispute, and one that should be decided by a jury, if a patient chooses to seek dam-
ages. The 7th Circuit Court ruled that the physician did not have an important eco-
nomic interest in AANS membership, and he could not obtain damages. Additionally, 
they ruled that the AANS did not act in bad faith; rather, the irresponsible expert 
witness testimony could have set an unreasonable precedent that other surgeons 
would then be held to and, as such, the testimony itself constituted the “practice of 
medicine.” The Supreme Court refused to hear the case on appeal. Therefore, the 
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AANS and other professional societies maintain a vested interest in making sure 
that expert witness testimony is truthful, impartial, accurate, and relevant.

 Conclusion

The standard of care is a duty to provide the care that a skilled, qualified clinician 
would provide in the same or similar circumstances. Proving medical malpractice 
hinges on establishing that a health care provider breached their duty to meet the 
standard of care, causing damages to a patient. Because determination of the stan-
dard of care is heavily fact-specific, expert witness testimony is needed to establish 
what standard of care should be applied to the specific case. In educating the court 
about the relevant medical issues, the expert witness must take into account the tim-
ing, geography, practice setting, patient factors, and clinical expertise when testify-
ing to the relevant standards. Improper or unethical expert witness may cause 
impractical or unrealistic standards of care to evolve, confounding justice, so expert 
witnesses may face penalties such as sanctions from professional societies if they 
are found to have provided inaccurate testimony.
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Chapter 32
The Second Victim in Medical Malpractice 
Litigation: The Stress of Litigation

Wendy L. Wright

 Introduction

When a medical error or adverse event leads to patient harm, the patient and family 
are considered the first victims. Increasingly recognized, however, is the impact on 
the health care providers involved in the care of the patient at the time of the event. 
A health care provider can suffer a complex psychological harm driven by guilt, 
shame, fear, anxiety, and isolation [54], which can ripple through their professional 
and personal lives, increasing the risk that they will not be able to function to the 
best of their abilities and further compromising patient safety. Wu described this 
phenomenon as the “second victim” of medical errors [55]. As there is a growing 
emphasis on disclosure and apology after medical errors as a way to increase quality 
and safety, a parallel movement is looking at care that should be rendered to 
wounded healers [54].

The attention to the second victim is important when establishing a “fair and just 
culture.” A fair and just culture is one that openly examines its own weaknesses in 
order to improve [21]. It is critical that caregivers feel supported when voicing con-
cerns about patient safety issues, including when their own errors are revealed [21, 
28]. A fair and just culture moves away from a traditional model of “blame and 
shame” in the setting of medical errors in order to foster a culture of continuous 
improvement [23]. Otherwise, health care providers might be tempted to not reveal 
errors or raise patient safety concerns, for fear of negative consequences, which 
would undermine potential opportunities for improvement.
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 The Second Victim of Medical Errors

First described by Wu in 2000, the second victim phenomenon was defined in fur-
ther detail by Scott et al. in 2009. The second victim is a health care provider trau-
matized by an error or adverse event, feeling personally responsible for an 
unexpected or undesired outcome [40]. Physicians, advanced practice providers, 
nurses, pharmacists, and other members of the health care team are all at risk for 
causing errors and may therefore become second victims [14]. The second victim 
can be any member of the medical team, the entire medical team, or groups of teams 
involved in the care of the patient. [54]. They may second guess their clinical skills 
and knowledge base and may feel as if they have failed their patient [40]. Clinicians 
involved in a medical error may feel singled out and exposed. They may agonize 
over what to say and do in the aftermath of an error and may fear that the error or 
their role in the adverse event will be discovered. However, analysis of an error is 
essential to promote quality improvement. Modern ethical practice favors disclo-
sure of errors, but health care providers may dread the prospect of potential negative 
consequences, including the patient’s anger [49].

 Medical Errors and Adverse Events

At the heart of the second victim phenomenon is a medical professional’s sense of 
responsibility for patients and the culpability when there is an error or adverse 
event. The definitions of error and adverse event are not standardized. Adverse med-
ical events may happen unrelated to error; a medical error may (or may not) cause 
an adverse event. Adverse events may include events that the health care provider 
has no control over, such as the death of young person, and may not reflect any error 
or aspect of care for which a health care provider would be culpable. That is not to 
say that a health care provider does not feel grief or suffering after an adverse event, 
but, unfortunately, death, debility, and loss are inherent parts of the occupation with 
which a clinician must learn to cope in order to continue in the field.

The possible spectrum of medical errors and adverse events may hinder the study 
and recognition of the second victim, as one should try to narrow down the types of 
incidents that are likely to be triggers for symptoms. Some studies add medication 
errors. Others include only “serious” adverse events [45], which revisits the debate 
over error (implying on some level that a mistake was made) versus adverse event 
(for example, the failure of a planned treatment course to reverse an illness, through 
no fault of the treating team). Even “near miss” events, which, by definition, should 
cause no harm to a patient, may be a source of embarrassment and may cause a 
crisis of confidence in a health care provider. In order to narrow the discussion, this 
chapter will focus more on medical errors, since they are more likely to trigger sec-
ond victim phenomena and medical malpractice litigation.
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Lander proposed a broad definition of medical error, which is anything that the 
health care provider reflects upon and concludes, “I don’t want this to happen 
again” [26]. The advantages of this definition include that it encourages clinician 
introspection. This can drive personal improvement from the clinician and may 
inspire quality improvement efforts within the institution. However, one can imag-
ine how this definition would include adverse events (for which the health care 
provider may not be culpable) or even near misses (which, by definition, would not 
result in patient harm). Therefore, it might be a little too broad to serve as a basis of 
the discussion at hand. The Institute of Medicine (IOM) defines a medical error as 
“the failure of a planned action to be completed as intended or the use of a wrong 
plan to achieve an aim” [17, 22]. This is also useful definition, in that it may not 
only help the clinician and the hospital learn how to avoid a similar error in the 
future, but it could also refer to situations where no harm befalls the patient. 
Committing an error with no harm befalling the patient may still result in negative 
feelings on the part of the responsible clinician. However, an incident without harm 
is unlikely to lead to a medical malpractice lawsuit. An older definition of medical 
error proposed by [30] is “a mistake resulting in an unanticipated negative conse-
quence of a medical intervention.” For the sake of focusing the discussion on the 
second victim and malpractice litigation, this chapter uses the Mizhari definition of 
medical error.

 Symptoms of the Second Victim

The second victim of medical errors is often troubled by the impact of the error on 
the first victims (the patient and family). Symptoms are reflective of psychological 
distress and most often include guilt, anger, irritation, fear, depressed mood, embar-
rassment, humiliation, shame, regret, grief, sadness, self-doubt, disappointment, 
frustration, loss of self-confidence, remorse, and anxiety [45]. Second victims may 
exhibit behavioral symptoms such as insomnia and nightmares. They may relive the 
incident intrusively and repeatedly. They may have cognitive symptoms such as 
disturbance in concentration. Some report that they lose confidence in their prac-
tices and fear making another error. They may also perceive a loss of trust by their 
colleagues [36]. At times, the guilt and fear can disrupt a clinician’s therapeutic 
relationship with first victim, leaving the patient and family to feel abandoned by 
the clinician [6]. Worse patient outcomes and greater sense of personal responsibil-
ity are associated with more intense reactions and greater personal anguish in resi-
dent physicians [17].

Long-term effects may include burnout, depression [18, 45, 52], decreased qual-
ity of life, concentration difficulties, and persistent anxiety [45]. Over time, second 
victims can have continuing emotional distress and even go on to develop posttrau-
matic stress disorder (PTSD) [33, 36, 39]. Second victims may seek solace in drugs 
or alcohol or, tragically, can be driven to suicidal ideation [54].
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The psychological distress can impact both the professional lives and the per-
sonal lives of clinicians [1, 3, 13, 36, 42]. Second victims who are burned out or 
have reduced job satisfaction can degrade working relationships, causing communi-
cation issues and degrading the culture of safety. Loss of clinical confidence can be 
a safety issue, increasing mistakes and further driving the spiral. Their job perfor-
mance can be impaired and they may pose additional safety hazards if they find 
maladaptive ways of coping [45], such as alcohol or drug use [23, 55, 25].

 Prevalence and At-Risk Populations

Since the second victim phenomenon is relatively recently described, the preva-
lence has not been widely studied. Current estimates range from 10.4% [26] to 
46% [16]. It seems likely that the prevalence is underestimated. Negative emotions 
felt and symptoms experienced by health care providers involved in adverse medi-
cal events are a pervasive problem [54]. A majority of perioperative nurses reported 
being angry at themselves for committing an error and exhibited some measure of 
emotional distress [9]. In an older study, some reported shattered confidence and 
a level of distress so extreme that they felt they were unfit to be a nurse any 
longer [2].

Female second victims report more distress than male second victims. They 
report they are more afraid of receiving blame and more prone to losing confidence. 
Female second victims report that they experience more loss of reputation. They 
are, however, more likely to discuss the error to learn whether colleagues would 
make the same decision and more likely to attend training programs designed to 
assist recovery [24, 31, 56].

Medical students and residents can be deeply impacted as second victims [27, 
57]. A study by Wu in 1993 concluded that medical residents should be encouraged 
to accept responsibility for medical mistakes. They should be given the opportunity 
to discuss a mistake and should be discouraged from forgetting about it or avoiding 
thinking about it [57]. On the upside, a study by Engel found that residents who are 
confronted with a mistake and feel personal responsibility are inherently more moti-
vated to change their future practices. However, the downside is that confrontation 
and discussion may challenge their emotional well-being [17]. Faculty who oversee 
residents should have a fair and just approach to engaging residents in the discus-
sion of medical errors. A “blame and shame approach” may do more long- term 
harm than good. Supervisors of trainees do need a reliable way to assess skills 
acquisition and clinical improvement, so trainees should not feel compelled to hide 
mistakes to minimize the feared negative consequences. A resident may not be emo-
tionally or psychologically mature enough to disclose an error, so this skill is some-
thing that should be taught and modeled during training.
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 Risk Factors and Triggers for Second Victim Phenomena

Some circumstances pose higher risk for generating second victim symptoms. 
These include unexpected death of a patient, death of a young patient, ethically 
challenging cases, and proximity to or long professional relationship with the 
patient [54]. These circumstances may apply with variable frequency to hospital- 
based clinicians, depending on job description, but inpatient clinicians certainly 
have exposure to deaths and ethically challenging cases. Since nurses are often the 
ones that spend the most time on the frontlines, and usually spend more time with 
patients, it stands to reason that they will be at higher risk of developing second 
victim symptoms if they commit an error.

When a medical error causes an adverse event, it is important that this error be 
disclosed to the patient or family. Disclosure of the error to the patient is stressful 
and may initiate or exacerbate second victim symptoms. In addition to the psycho-
logical distress when facing the first victim, clinicians may feel conflicted when 
disclosing an error due to the potential for legal implications or uncertainty about the 
cause of the error. It may be tempting to the distressed clinician to avoid involvement 
in the disclosure, but Lander et al. [26] suggest that failure to address the emotional 
need to accept responsibility actually hampers completion of the necessary steps to 
deal with the aftermath of an error. Respectful disclosure should include support for 
the patient and clinician, resolution of the event, and steps for learning and improve-
ment [11]. Some states have laws that require disclosure, but not all confer legal 
protection that excludes the disclosure from being entered into evidence in a mal-
practice trial. Since the laws vary from one state to the next, the legal landscape 
regarding this issue is uneven and unclear [15].

The clinician may experience further moral and psychological injury while brac-
ing for the investigation into the adverse event. At this point, they may become 
reluctant to disclose information out of fear of privacy violations and due to ambigu-
ity about what can be discussed with whom [54]. The impact of second victim symp-
toms increases when a health care provider receives a patient complaint. A complaint 
following an error or adverse medical event can further strain the doctor- patient 
relationship and can cause a loss of confidence on the part of the clinician [3, 13].

 Medical Malpractice Defendant as Second Victim

Second victim symptoms can worsen, re-emerge, or present for the first time when 
a health care provider is sued for medical malpractice. Not only does a lawsuit rein-
force the idea that the clinician did something wrong or shameful, but it also adds 
the fear of a formal assignment of guilt of professional negligence by a jury of one’s 
peers. There is significant fear of financial loss, reputational injury, and professional 
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insecurity, especially by those who have never tangled with the legal system before 
being named in a malpractice suit. The sued clinician is suddenly faced with a sig-
nificant investment of time in what is generally a painful, humiliating process 
marked with uncertainty. The author reflects on personal experience when stating 
that facing a malpractice lawsuit (which was fortunately later dismissed) is emo-
tionally devastating and one of the most traumatic episodes in one’s professional life.

A new entity called “medical malpractice stress syndrome (MMSS)” has emerged 
in the literature over the last few years [35]. MMSS can affect the health and prac-
tice of health care professionals [34]. MMSS symptoms are remarkably similar to 
PTSD [35], including shame, guilt, anger, frustration, irritability, and isolation [47]. 
Physical symptoms might include fatigue, GI upset, and chest pain [4]. Symptoms 
can result in the setting of a formal complaint or investigation, even if a lawsuit does 
not result [4]. The primary cause of the stress is the perception of a complaint or 
malpractice suit as an attack on one’s personal integrity [4]. Although most mal-
practice cases do not actually make it all the way to trail, lawsuits are time consum-
ing, costly, and take an emotional toll even if the defendant is later dismissed or 
found not liable for negligence [5]. Defendants may end up developing a sense of 
outrage if they feel they are unfairly accused [35] or if they are the victims of 
unscrupulous expert witness testimony [5]. As Avitzur [5] wisely notes “even when 
you win, you lose,” illustrating that a defendant found not liable for professional 
negligence still suffers a loss.

 Healing the Second Victim

Clinicians impacted as a second victim may respond in a variety of ways. Some 
coping strategies are constructive, such as taking responsibility for an error, disclos-
ing the error, and reflecting on the error [19]. Some are destructive, such as denying 
involvement in the error [30]. Professionals by nature have a strong sense of per-
sonal responsibility, and this sense is linked to the ability to take responsibility for 
the medical error [17, 23, 32]. Clinicians can feel a deep sense of regret, fear, and 
anxiety when they have a role in a medical error that led to an adverse outcome. 
Health care professionals have and ethical and professional responsibilty to care for 
themselves in a way that allows them to care for their patients. Adhering to general 
principles of wellness is always advisable [54]. Recovery may be hindered if discus-
sion of the event is discouraged, either passively by lack of appropriate forums or 
actively by risk managers or hospital attorneys [55].

Scott et al. [40] describe the stages of recovery for second victims. Immediately 
after an adverse medical event, the medical team may be occupied by trying to deci-
pher what happened and by managing the medical care of the patient. This stage is 
often marked by the chaos of accident response. When the situation stabilizes, the 
clinicians involved may experience intrusive reflections, including feelings of inad-
equacy and self-doubt. They may ask themselves “what-if” questions. At some 
point, the clinicians will look to restore personal integrity. They may want to turn to 
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trusted advisors to relate their experiences and try to understand the impact of the 
medical error on their professional and personal lives. However, they might not 
know where to seek support [38]. For example, a clinician may feel they are unable 
to discuss the case with colleagues or friends for fear of consequences (such as 
those discussions being used in an investigation or litigation) [55]. If colleagues are 
unsupportive, this may impair the recovery of the second victim [38]. Commonly, 
second victims will need to endure questioning from others regarding medical 
errors, whether that be from colleagues to elicit areas of improvement or risk man-
agers who are trying to gauge risk of malpractice litigation. Further questioning, in 
the form of deposition or trial testimony, will follow if a lawsuit is filed.

At some point, the clinician is expected to “move on” from the experience. Scott 
[38] describes three general patterns of existence for the second victim at the end of 
the recovery process. The first is dropping out, which is when the clinician leaves 
the profession, changes roles, or changes practice settings to minimize the chances 
of undergoing second victim trauma. The second is surviving, which is when the 
clinician is able to carry on with normal duties, but is having a hard time moving 
past the medical error. The last is thriving, which is when the health care profes-
sional is able to learn from the event or turn it into a positive experience. The suc-
cess or failure of the recovery process is likely related to the coping strategies 
employed, including the ability of the clinician to successfully seek support.

 Destructive Coping Strategies

Considering the pain and trauma that a second victim endures, it is not a surprise 
that some of the coping mechanisms employed may end up being defensive and 
potentially even destructive. One defensive technique is keeping the error to one’s 
self in order to avoid the negative repercussions of the error [45]. However, this will 
hamper the culture of safety by not allowing for quality improvement initiatives 
based on that error and is likely to still result in negative emotions such as guilt in 
the second victim. A second victim may try to distance themselves from the inci-
dent, perhaps by distancing themselves from the patient and family, avoiding par-
ticipation in the investigation of the event, or avoiding similar patients. These escape 
behaviors are associated with the second victim’s perception that job overload con-
tributed to the mistake and with the perception that the institution responded judg-
mentally to the error [29, 56, 57]. Another escape behavior is to discount their role 
in the error or the severity of the error [30]. Though these behaviors may avoid 
short-term suffering, there is a strong relationship between escape or avoidance and 
emotional distress [9].

Some clinicians make changes in their practice. This can be either by destructive 
or by constructive mechanisms. Destructive coping occurs when the clinician is less 
confident or more worried. They order more tests than usual or become less deci-
sive. As mentioned earlier, the change to their practice may be to leave their practice 
setting or leave medicine all together.
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 Constructive Coping Strategies

Constructive coping strategies start with accepting responsibility for the medical 
error [9, 23]. Clinicians may look to incorporate changes in practice that avoid 
future errors, such as seeking more advice, paying more attention to detail, increas-
ing educational efforts, confirming data personally, slowing down, and following 
hospital policies more closely [45]. It is generally agreed that discussion of the error 
is beneficial [32]. Some clinicians may ask a colleague what they would have done 
and solicit insight about alternative approaches [45].

One coping strategy is referred to as planful problem-solving. This is a problem- 
focused strategy in which the individual tries to learn from the mistake by seeking 
information to try to determine what happened and participating in problem-solving 
that will help reduce the chance of error recurrence [9, 57]. When an error comes to 
light, the case is reviewed which may lead to changes in system processes and prac-
tices; when second victims contribute to the solution design, it not only helps 
address vulnerabilities in the system but also helps the second victim heal [44]. 
However, the discussion of the problem and the subsequent investigation may 
heighten emotional distress [9, 43, 56], so colleagues should watch for worsening or 
re-emergence of second victim symptoms.

In contrast to a problem-focused strategy, some coping strategies are emotion- 
focused [1, 2, 9]. Emotion-focused strategies try to reduce the emotional turmoil 
caused by the medical error. Meeting with the patient or family harmed by a medical 
error to disclose the error has been identified as an important way for reducing the 
negative impact of the event on physicians. However, disclosure is not a guaranteed 
method for obtaining relief or absolution [1, 7]. Some studies indicate that disclo-
sure can lead to better outcomes, improved relationships with patients, and improved 
health care delivery systems [48]. Some show that there is a positive impact on the 
emotional distress of the second victim and a reduced likelihood of future mistakes 
[43, 50, 55, 56]. However, disclosure can lead to additional stress on the second 
victim [50]. Clinicians may be hesitant to disclose an error for fear of reputational 
loss, loss of patients, or incurring a negative emotional reaction from the patient 
[20]. Clinicians also fear that error disclosure opens them up to malpractice litiga-
tion. Some state laws now require disclosure of medical errors, but not all confer 
legal protections surrounding disclosure [15]. In order to make disclosure as benefi-
cial as possible to all parties, the discussion should be organized and facilitated by 
those trained to do so [43, 55, 56] and by those trained to assess a worsening or re- 
emergence of second victim symptoms.

Another valuable emotion-focused strategy is seeking emotional support and 
error disclosure [45]. Engel et al. [17] report that talking with family and friends 
seems less therapeutic than talking with colleagues. Despite the importance of self- 
care, clinicians face significant barriers to seeking help, as shown in Table 32.1.

Even if second victims know where to turn for support, they may not receive 
adequate support [22, 39, 50]. In light of these barriers, and recognizing the 
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long-term impact of the second victim phenomenon, health care organizations have 
a responsibility to support clinicians after a medical error.

 Organizational Support After Medical Error

Health care organizations have three priorities after a medical error leads to an 
adverse event. The first is to care for the patient and family who are the direct vic-
tims (first victims) of the error [10, 14]. Health care organizations have a responsi-
bility to try to understand how and why medical errors and adverse events happen. 
Ideally, this information should be used to improve quality of care [10]. The second 
is to care for the frontline clinicians (second victims) who are exposed to the event 
[10, 14]. Hospitals should also establish resources to respectfully and compassion-
ately help clinicians deal with the emotional impact of medical errors and adverse 
events [11]. The third is to formulate a response plan to address the needs of the 
organization which might suffer a loss [10, 14].

Since ongoing emotional distress is related to an increased likelihood of adverse 
events [51] and lack of emotional support makes the emotional distress worse [2], 
health care organizations need to provide emotional support to second victims. 
Ideally, the support would be available immediately [39], which would require 
around-the-clock availability [10, 41, 48], and support would come from someone 
with whom the second victim has a trusting relationship [36, 40]. It should be 
immediately obvious that this is a very difficult prescription to fill. In some cases, 
the second victim’s only option is to seek support externally, such as at national or 
international peer conferences [17, 22, 48] because health care institutions fail to 
provide the necessary elements of support [10, 22, 37].

A fair and just culture that supports mutual criticism and constructive feedback 
at the workplace reduces the impact of the adverse event [1]. However, discussion 
of errors is still not common. In one study, 30% of faculty members and nearly 50% 

Table 32.1 Barriers to second victims seeking help

Fear of embarrassment
Fear of reputational injury
  Which can lead to negative financial consequences
Fear of punishment or other negative consequences based on the triggering event
  Including loss of job, additional scrutiny at place of work
Feelings of inadequacy or guilt over the triggering event
Lack of clarity regarding sources of help
  Including not understanding which conversations are peer-review protected and which would 

be discoverable in a legal proceeding
Lack of accessible mental health resources
  Can be based on location or due to limited hours of availability
Shame associated with receiving help for mental health reasons
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of trainees reported that they were not comfortable discussing errors [6]. Clinicians 
report that they are afraid of damage to professional reputation, and some felt col-
leagues minimize the mistakes or avoid their emotional concerns [12]. Open discus-
sion should be organized and facilitated [43, 55, 56]. The second victim should be 
reassured that their professional abilities are still important to the organization and 
their professional teams [17, 37]. Support can be provided by asking about the emo-
tional impact of the error and by asking how the colleague is coping [29, 55]. A 
supportive colleague should seek to be present in the conversation, practice active 
listening, allow the second victim to share the personal impact of the story, and 
avoid condemnation without knowing the whole story [39]. The facilitators of the 
discussion should guarantee confidentiality and facilitate a higher level of support 
when needed [41, 48, 50].

 Resources for Support

Even if second victims are hesitant to reach out for support, or do not know where 
to turn for support, there are often resources for support available. Individual sup-
port can come from managers, supervisors, therapists, counselors, clergy, and col-
leagues. Staff should be guided on how they can support each other and whether any 
supplemental support programs are available [54]. The highest level of peer support 
is conferred when the clinician can discuss the error with a trusted mentor to discuss 
what went wrong [1]. Risk managers and department supervisors should be trained 
to identify the need for support and refer providers to the second victim programs as 
needed [50]. Group settings can be a source of emotional support [19, 57]. Debriefing 
after an adverse event caused by medical error may help identify second victims and 
give them a forum in which to discuss their feelings [54]. Classically, morbidity and 
mortality conferences were a setting where errors were discussed [17, 22], but these 
conferences notoriously exemplified the “blame and shame” culture that should be 
left behind. Wu [55] has recommended the use of “error conferences” as a way to 
help heal second victims.

Scott et al. [41] described the need for a three-tiered support system. The first 
stage is emotional “first aid.” This is described as basic care to ensure that the sec-
ond victim is okay. This could be organized at the department or local level. Scott 
et al. found that this was sufficient for 60% of the participants studied. The second 
tier is support by trained peer. This includes intensive mentoring of clinicians by 
frontline managers, with referrals to patient safety specialists or risk managers as 
needed. This level of support was needed by 30% of the participants studied. The 
third tier consisted of referral to professional counselors, which was needed by 
about 10% of participants.

The Joint Commission [46] suggests that second victim support programs incor-
porate several elements. One is peer support, specifically the ability of a trained peer 
colleague to respond to the adverse event and begin supporting health care workers. 
Some examples include Medically Induced Trauma Support Services [8] and 
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Critical Incident Stress Management [53]. Other Joint Commission recommenda-
tions for elements to include are leadership support; the promotion of discussion of 
feelings in an appropriate format; confidential, non-judgmental follow-up for clini-
cians continuing to struggle for a prolonged time period after an incident; and provi-
sion of external resources such as outside counselors as needed. Developing such a 
system takes a significant dedication of time, training, and resources, but it must be 
a priority for a hospital that wants to maintain a fair and just culture and support 
second victims [54].

One widely available resource for support is an employee assistance program 
(EAP). EAPs can offer counseling services and make outside referrals if needed. 
However, there are barriers and limitations that hinder the second victim. One is not 
wanting (or not being able) to take time away from work to seek assistance. EAP 
programs carry with them the stigma of accessing mental health services, and clini-
cians fear negative judgments by colleagues. Clinicians may have doubts about the 
confidentiality of the process [46].

 Coping with the Stress of Litigation

The Joint Commission [46] specifically recommends support for clinicians involved 
in litigation. Efforts to discuss the second victims’ feelings with colleagues and 
friends may be actively discouraged by defense attorneys, which contributes to 
worsening stress and feelings of isolation [54, 55]. Laws are often unclear or even 
silent regarding legal protection of information discussed in second victim support 
groups, which can hamper efforts to provide second victim support [15]. Some have 
called for safeguards around second victim programs, since the impact of the sec-
ond victim’s depression and anxiety extends beyond the first victim to other patients 
in the second victim’s care [15]. In the absence of such safeguards, defendants in 
medical malpractice suits often suffer in silence [5].

Since malpractice lawsuits typically last for a few years, the resulting stress must 
be managed effectively, lest it will take its toll on one’s health, relationships, and 
profession. Ansari-Winn [4] offers recommendation for managing medical mal-
practice stress syndrome. She suggests seeking support from a mental health profes-
sional if the stress is interfering with relationships, contributing to drug or alcohol 
abuse, and causing physical symptoms, or if there is a history of emotional condi-
tions that required treatment. Consulting with a personal physician may be helpful 
if the stress is causing a worsening of chronic medical conditions. Support groups 
are available to provide support, education, and coaching on the legal process. Even 
though most defendants would choose to avoid the legal process, engaging in one’s 
defense will help the second victim gain a stronger sense of control. Importantly, the 
second victim who is facing a malpractice lawsuit should make time for self-care. 
They should engage in hobbies, exercise, eat a healthy diet, and spend time with 
family and friends.
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 Conclusion

As awareness regarding the second victim phenomenon increases, health care insti-
tutions need to make a more concerted effort to heal the wounded healers. The 
stigma that remains regarding the access and use of mental health care services [55] 
needs to be broken as part of the evolution from the “blame and shame” culture to a 
culture of continuous improvement [23]. The emotional stress of the second victim 
is likely to be significantly more impactful when a medical malpractice lawsuit 
results. Since second victim support is an integral part of patient safety, more 
research and training regarding second victims of medical errors are needed [44].
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Chapter 33
Liability for Advanced Care Practitioners

Brenton LaRiccia, Cheryl Lustik, and Nicole Keenan

 Background

Physician assistants (PAs), nurse practitioners (NPs), and certified registered nurse 
anesthetists (CRNAs), sometimes collectively referred to as advanced care practi-
tioners (ACPs), advanced practice providers (APPs), or nonphysician providers 
(NPPs), are among a number of growing professions that manage patients at a high 
level collaboratively with their respective physician teams. As ACPs are integrated 
into hospitals, nursing homes, and clinics, they are exposed to similar liability issues 
as physicians and other healthcare professionals.

Liability for ACPs is complicated by regulations specific to each profession, 
scope of practice laws that vary from state to state, supervision or collaboration with 
physicians in patient care, and practice variations across institutions. Physician 
assistants and nurse practitioners are typically hired for the same positions and are 
usually considered interchangeable from a clinical perspective. Clinical services 
train both PA and NP graduates through a variety of onboarding models which 
incorporate both professions, including hospital- or practice-based orientation pro-
grams, transition to practice programs [1], and postgraduate fellowship or residency 
programs [2]. The differences between NPs and PAs lie in education and state regu-
latory requirements.

In this chapter, we will provide an overview of PA, NP, and CRNA scope of 
practice, related regulatory requirements, as well as liability issues and malpractice 
trends related to ACPs, and the potential liability that physicians face for the acts or 
omissions of ACPs [3].
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 Physician Assistants

Physician assistants (PAs) are medical practitioners who are educated in a medical 
model similar to physicians. The first PA program was developed in 1965 by Eugene 
A. Stead Jr. MD at Duke University Medical Center [4]. PAs typically have 2000 or 
more hours of clinical rotations prior to graduating from an accredited PA program 
[5]. There are approximately 123,000 PAs practicing in the United States, and they 
are employed in every type of medical setting, including outpatient clinics, nursing 
homes, urgent care, operating rooms, hospital wards, and intensive care units to 
name a few [5]. PAs are governed by individual state medical boards and are subject 
to regulations which vary from state to state. PAs provide high-quality, cost- effective 
care relative to their salaries and benefits [6].

 PA Scope of Practice

Physician assistants practice medicine and provide services that a physician might 
otherwise provide, including taking medical history, performing physical exams, 
ordering and interpreting diagnostic laboratory and imaging tests, assisting in sur-
gery, and performing procedures in both the office setting and the hospital [2, 4, 6]. 
After completion of their medical education through an accredited PA program and 
after passing the PA boards administered by the National Commission on 
Certification of PAs, a PA is eligible to apply for positions in any area of medicine 
across the age spectrum and also in any specialty of medicine or surgery, including 
areas such as pediatrics, psychiatry, critical care, emergency medicine, and cardiol-
ogy, to name a few. This professional flexibility allows PAs to develop a career in 
one specialty and sometimes move into another specialty.

PA scope of practice varies by state. PAs are typically regulated by the state medical 
board with the exception of Arizona, California, Iowa, Massachusetts, Rhode Island, 
Tennessee, and Utah, which have separate PA regulatory boards [7]. A minority of 
states [8] require that a certain number or percentage of PA charts are cosigned by 
physicians. A majority of states [9] have a physician-to-PA ratio limit for supervision 
or collaboration [7]. For example, in New York, physicians may not supervise more 
than four PAs in private practice or more than six PAs in a hospital setting. The other 
states with PA to physician ratios typically have regulations that limit the ratio to 
between three and seven PAs depending on the practice setting, similar to New York [7].

 PA Supervision

Physician assistant supervision requirements are determined state by state. 
Supervision regulations for PAs often require written supervisory agreements with 
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an identified physician, and depending on the state, the supervisory relationship is 
determined at the practice level. Currently 47 states require supervision by physi-
cians, and 2 states require collaborative agreements (Arkansas and Illinois) [7]. 
New Mexico requires PA supervision for providers with less than 3 years of experi-
ence or specialty care PAs, and Michigan requires a “participating” physician [7]. 
PA scope of practice is determined at the practice level in 47 states. Most state 
supervision requirements include language similar to New York, “Supervision shall 
be continuous but shall not necessarily require the physical presence of the super-
vising physician at the time and place where the services are performed” [7, 10]. 
Wisconsin, New Jersey, and New Mexico are the three exceptions in which the 
scope of practice is not determined at a practice site [7].

Missouri has certain supervision specifications for PAs. Although state regula-
tions do provide some latitude at the practice level, the supervising physician must 
be on-site 66% of the time a PA is practicing in a calendar quarter, and PAs are 
limited geographically to a 30-mile radius from their supervising physician [7]. 
Mississippi also has geographic limitations on PA distance from supervising physi-
cians, and Arkansas requires that the supervising physician be able to reach the PA 
practice location within 1 hour [7].

Some states have specific criteria for new graduate PAs. Mississippi requires on- 
site physician presence for the first 120 days (or 960 hours) of the new PAs practice 
[7]. Nebraska requires that the supervising physician is present 20% of the time a 
newly licensed PA is practicing for the first 3 months and 10% of the time there-
after [7].

 PA Prescriptive Authority

PAs are able to prescribe Schedule II–V medications in 44 states but cannot pre-
scribe Schedule II medications in Alabama, Arkansas, Georgia, Hawaii, Iowa, or 
West Virginia [7].

 PA Practice Environment

PAs and other ACP continue to address barriers to practice. Optimal team practice 
is a policy passed by the American Academy of PAs to address state regulations that 
are considered limiting to PA practice. The primary goals of this initiative are to (1) 
ensure PAs have a voice on state medical boards that regulate PAs or to develop state 
PA boards (some already exist); (2) remove the requirement for a specific physician 
supervisor, replaced by collaboration; and (3) allow PAs to participate in the same 
payment arrangements that are currently available to physicians and NPs [11]. The 
federal government has expressed support for these initiatives through a joint report 
from the departments of Health and Human Services, Treasury, and Labor entitled 
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“Reforming America’s Healthcare System Through Choice and Competition” [12]. 
Regulatory changes that may occur as a result of this initiative could reduce physi-
cian liability for the actions of PAs in cases where the physician is not directly 
involved in the care of the patient in question [11].

 Nurse Practitioners

A nurse practitioner (NP) is an advanced practice registered nurse (APRN) who has 
earned at least a master’s degree and completed additional training in a specialty 
area of medicine [13]. Dr. Loretta Ford, co-founder of the NP role in 1965, part-
nered with Dr. Henry Silver to create the first pediatric NP program in the United 
States at the University of Colorado [14]. Since the start of NP programs, the profes-
sion has blossomed into certified and state-recognized graduate degree programs 
throughout the country [15]. According to the American Association of Nurse 
Practitioners [16], there are currently 350 academic institutions in the United States 
offering graduate NP degree programs and over 248,000 licensed NPs, a workforce 
that is growing at a fast rate.

The strengths of NPs are communication and adherence to evidence-based prac-
tice guidelines [17]. Additionally, patients and families acknowledge the impor-
tance of having an ongoing relationship with their NP. For example, patients enjoy 
working with NPs for health education, routine health care, and supportive interven-
tions, including advice on how to cope with diseases [18]. Furthermore, patients 
describe NPs’ contributions to team effectiveness, including easing access to care, 
consulting, communicating concerns of the patient to the physician, and making 
clinical decisions [19].

NPs have demonstrated high-quality care outcomes as members of healthcare 
teams. Specifically, NPs manage manifestations of patients’ acute and chronic dis-
eases to reduce rates of unnecessary hospitalizations, readmissions, and emergency 
room visits [20]. Furthermore, NPs bring a unique perspective to health services by 
emphasizing health promotion, disease prevention, and health education [16].

 Nurse Practitioner Scope of Practice

The purpose of nursing regulation is to ensure nurses are competent to practice safely 
and ensure a consistent quality of nursing practice [21]. All 50 states, plus the District 
of Columbia, have independent regulatory rules that govern the education and prac-
tice of NPs [21]. Although NPs are certified nationally, state scope of practice laws 
determines the extent to which NPs can practice independently, specifically the 
required level of education, physician involvement, and prescriptive authority.

The lack of uniformity exists despite national organizations’ support of NPs 
practicing to the full extent of their training and education [14, 21]. Since 2008, 

B. LaRiccia et al.



663

several national organizations have published recommendations to accelerate NPs’ 
scope of practice. For example, the National Council of State Boards of Nursing 
published a report in 2008, the Consensus Model for APRN Regulation: Licensure, 
Accreditation, Certification, & Education which defined national standards to pro-
vide guidance for states to adopt uniform regulation on licensure, accreditation, 
certification, and education of APRN’s [8]. Additionally, the Institute of Medicine 
(2011), The Future of Nursing: Leading Change and Advancing Health [22], rec-
ommended APRNs practice to the full extent of their education and certification. 
The IOM (2011) recommended removing barriers to APRN’s scope of practice and 
changing public policy on all levels of government [14]. The recommendation 
reflected the recognition that variability of the scope of practice regulations across 
states is large, with legislation in some states specific and detailed and in others, 
vague and open to interpretation [23]. Furthermore, in 2012, the report by the 
National Governors Association proposed states consider revising the restrictions 
on the NP scope of practice to assure adequate reimbursement for the services pro-
vided [14]. Despite support from key national organizations, there remains the lack 
of successful establishment of standardization of NPs’ scope of practice at the 
state level.

 Nurse Practitioner Practice Environment

The variation between states in NP scope of practice often involves the requirement 
of NPs to have a collaborating relationship with physicians or restrictions on NPs 
prescribing authority [5, 14]. Though substantial variation exits, the scope of prac-
tice is broadly categorized into three groups: [1] full practice authority – under the 
licensure authority of the state board of nursing, NPs are permitted to practice and 
prescribe with no involvement with an outside health provider; [2] reduced prac-
tice – state law limits at least one element of NP practice, such as requiring a col-
laborative practice agreement with another healthcare provider in order for the NP 
to provide patient care, or limiting the setting of NP practice; [3] restricted prac-
tice – state practice and licensure laws restrict NP provision of care to require super-
vision, delegation, or team management by another healthcare provider [5, 13]. 
According to the AANP [5], as of December 2018, 22 states and the District of 
Columbia permit NPs full practice authority, 16 states permit reduced practice, and 
12 states permit restricted practice.

 Full Practice

Full practice authority (FPA) means that NPs can practice in accordance with their 
educational preparation and physician involvement is not required [14]. FPA is not 
without controversy. Proponents claim FPA removes barriers that fully improve 
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efficiency by enabling NPs to provide essential care to the fullest extent of their 
education [13, 24]. Particularly, states granting NPs greater scope of practice author-
ity are more likely to establish NP-based rural health clinics, providing care to 
underserved and rural communities. With less restrictive state regulations, NPs and 
their collaborating physician do not need to be geographically close, thereby poten-
tially expanding practice locations [8]. Additionally, FPA benefits physicians and 
patients. NPs can manage patient’s medical conditions and authorize prescriptions, 
thereby decreasing physician’s time spent on these tasks. Patients benefit by improv-
ing access to care, decreasing wait time, and improving patient satisfaction [24]. On 
the contrary, national medical organizations such as the American Academy of 
Family Physicians and the American Medical Association, denounce the movement 
to grant NPs FPA [14, 25]. The medical organizations oppose state legislation 
allowing for the independent practice by anyone who is not a licensed physician; 
however, they support team-based care that includes NPs [14, 26].

 Reduced Practice

The second category of scope of practice for NPs is reduced practice. Under this 
regulation, NP practice is restricted with NPs maintaining a collaborative agreement 
with a physician that includes plans for consultation, coverage, and quality assur-
ance [5, 8]. Prescribing privileges vary; some states permit NPs to prescribe medi-
cines only if they are collaborating with or supervised by a physician. Other states 
allow NPs to prescribe, administer, dispense, and procure medications, including 
controlled substances with no physician oversight [5, 27].

As a transition strategy to less restrictive practices, several states are adopting 
systematic processes that allow NPs greater independence as they gain more experi-
ence. In 2015 New York State implemented the Nurse Practitioners Modernization 
Act which removed the required collaborative practice agreement between NPs and 
physicians for NPs with more than 3600 hours of practice [28]. A transition to prac-
tice requirement is not new as both Maine and Colorado adopted periods of formal 
collaboration before granting FPA [14]. The length of the transition periods varies 
(18  months to 2  years) as do the practice hours (2000–3600). According to 
Poghosyan et al. [28], there is a slow translation from the policy change into prac-
tice secondary to several factors: lack of knowledge about the law, unawareness of 
NP competencies, and organizational bylaws, specifically within hospitals and med-
ical centers that are not reformed to accommodate the change.

 Restrictive Practice

In 12 states, NPs’ practice is restrictive, meaning both engagement in practice and 
prescriptive authority are limited [5]. NPs must work under a collaborative practice 
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agreement with a physician, and this can include outlining the geographic practice 
area [29]. For instance, in Missouri, NPs need to practice within a certain radius of 
their collaborating physician, and the physician must be available to periodically 
review the NP services through a chart review, and be available, or designate a sub-
stitute, for consultation [29]. Under restrictive practice, controlled substance author-
ity is limited, although varies among states depending on the abuse potential of the 
medication. For example, according to the DEA [27] NPs in Arkansas have limited 
prescriptive authority of schedule II substances (medications that have a high abuse 
potential with severe psychic or physical dependence liability). Specifically, pre-
scribing are limited to hydrocodone products only. States such as Missouri, 
Nebraska, and South Carolina limit NPs to prescribe a 5-day supply of opiates for 
schedules II or III; other states (Illinois, North Carolina, and Pennsylvania) limit NP 
prescriptive authority to a 30-day supply. Lastly, the licensing authority of Georgia 
and Oklahoma does not grant prescriptive authority for class II opiates to NPs [27].

 Nurse Practitioner Scope of Practice Trends

Over the last 20 years, state regulations on NPs’ scope of practice have loosened, 
granting more authority to NPs, while at the same time, many states have increased 
entry-to-practice requirements [23]. For example, from 2000 to 2010, the scope of 
practice expanded for NPs evidenced by a decrease in physician involvement in 
treatment and diagnosis as well as prescription oversite [23]. As state regulations 
granted more authority, many states such as Tennessee, New Hampshire, Colorado, 
and Arkansas began requiring a Master of Science in Nursing as entry into practice 
for NP [23].

The trend in state regulation of NP is less restrictive over time, though variation 
persists. As a key positive factor for reported day-to-day practice autonomy is the 
NP ability to prescribe medications independently. NPs who work in states with 
FPA report the highest level of day-to-day practice autonomy in four measures: 
utilization of skills, billing independence, physician relationship, and independent 
patient management [13]. There were significant differences reported in autonomy 
of daily practice between NPs in restrictive practice states and NPs practicing in 
reduced practice states that have restricted practice authority [13]. In other words, 
little day-to-day practice autonomy is gained with NP scope of practice is limited by 
prescriptive authority.

 Certified Registered Nurse Anesthetists

Certified registered nurse anesthetists are registered nurses who continue on to spe-
cialized training in anesthesia. The minimum requirements to become a nurse anes-
thetist include a baccalaureate or graduate degree in nursing; an unencumbered 
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license as a registered nurse or advanced practice registered nurse in the United 
States; a minimum of 1-year full-time work in a critical care setting; graduation with 
a minimum of a master’s degree from an accredited nurse anesthesia program; and 
completion of an average of 9369 clinical hours [30]. Upon meeting the requirements 
for graduation from an accredited program, the student is then eligible to obtain cer-
tification as a nurse anesthetist by passing an initial certification exam administered 
by the National Board for Certification and Recertification for Nurse Anesthetists.

The type of recognition nurse anesthetists obtain is dependent on what state they 
are practicing in. In all but six states, nurse anesthetists are recognized as advanced 
practice registered nurses. States which do not have an umbrella title for nurse anes-
thetists include Arizona, Michigan, Nevada, New Mexico, New  York, and 
Pennsylvania [31]. There are also differences among states regarding who the pri-
mary source or authority for recognition is. Nurse anesthetists in California, Indiana, 
Puerto Rico, and Tennessee are recognized by the Nurse Practice Act. This is in 
contrast to Massachusetts, North Carolina, and Pennsylvania in which nurse anes-
thetists are recognized by the State Board of Nursing Rules and Regulations. All 
other states except for New York recognize nurse anesthetists under both the Nursing 
Practice Act and the State Board of Nursing Rules and Regulations. Currently in 
New York, nurse anesthetists are not recognized by the state under nursing acts but 
by the Department of Health [31].

 CRNA Practice Environment

Nurse anesthetists practice in many different settings such as hospitals, ambulatory 
centers, and office-based centers. There is a federal requirement that a physician is 
to oversee the practice of anesthesia administered by nurse anesthetists. This is 
accomplished by either working independently (not in conjunction with an anesthe-
siologist but under the supervision of a surgeon) or as part of an anesthesia care 
team (generally two to six nurse anesthetists working with one attending physician 
anesthesiologist). If the nurse anesthetist is working independently, they normally 
have a contract with a surgeon stating that the surgeon will oversee them. Surgeons 
have no obligation however to control the anesthetic process and most times rely on 
the nurse anesthetist to be the anesthesia expert. This arrangement does not auto-
matically leave the surgeon liable for the actions of the nurse anesthetist, nor does it 
mean they escape liability when working with a physician anesthesiologist. If the 
surgeon “affords the anesthesia provider the discretion and judgement in the perfor-
mance of his or her professional duties...[and] claims no control over the adminis-
tration of anesthesia, he or she should face no increased risk of liability” [32]. There 
are many cases in which surgeons have not been held liable for working with nurse 
anesthetists, and many cases involving anesthesia mishaps with surgeons were sued 
when working with physician anesthesiologists [33]. Although it is required that 
nurse anesthetists may only administer anesthesia under the supervision of a physi-
cian, this does not establish control nor create liability. If the nurse anesthetist is 
found to be negligent that does not necessarily hold the surgeon liable [33].
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There are two different ways in which nurse anesthetists can work with physician 
anesthesiologists in a care team model. There is a billing differentiation under 
Centers for Medicare and Medicaid Services rules which determine whether nurse 
anesthetists work under medical direction or medical supervision. In order to bill 
under medical direction, a physician anesthesiologist can oversee two, three, or four 
concurrent cases and must perform the seven steps of medical direction. These steps 
include performing a pre-anesthetic examination and evaluation; prescribing the 
anesthesia plan; personally participating in the most demanding procedures in the 
anesthesia plan including induction and emergence; ensuring that any procedures in 
the anesthesia plan that he or she does not perform are performed by a qualified 
anesthetist; monitoring the course of anesthesia administration at frequent intervals; 
remaining physically present and available for immediate diagnosis and treatment 
of emergencies; and providing indication post-anesthesia care.

If the physician anesthesiologist is not able to meet one of these seven steps of 
medical direction, performs a task that is not permitted while medically directing, 
or is involved in more than four concurrent cases, then the model is classified as 
medical supervision [34]. In the anesthesia care team model therefore, since the 
physician anesthesiologist is essentially controlling the anesthetic plan, they would 
be held more liable than the nurse anesthetist for any anesthesia mishap.

In a 2001 ruling by the Centers for Medicare and Medicaid Services, there was a 
decision to let individual states opt-out of the federal supervision requirement which 
mandated a nurse anesthetist be under the supervision of a physician while provid-
ing anesthesia services [35]. This ruling was based on the agency’s finding that there 
is a “lack of evidence to support the requirement for [surgeon or anesthesiologist] 
supervision of Certified Registered Nurse Anesthetists” [35]. As of 2016 there have 
been 17 states and Guam which have decided to opt-out of this requirement [36]. 
For a state to be eligible to “opt-out,” the state’s governor must send a letter of attes-
tation to Centers for Medicare and Medicaid Services stating the governor has con-
sulted with both the state’s boards of medicine and nursing and that it is in the state’s 
best interest to opt-out of the federal requirement of physician supervision and that 
the opt-out is consistent with state law [36].

Although there are differences in training required to become a registered nurse 
versus a physician, the classroom and clinical training in anesthesia care for both 
certified registered nurse anesthetists and anesthesiologists is similar [37]. There 
have been several studies conducted showing that adverse events related to anesthe-
sia are rare regardless of the provider [9, 35, 38, 39].

 Malpractice and Liability

Malpractice refers to “acts of negligence or incompetence on the part of a profes-
sional” [40]. Liability refers to being legally responsible or accountable [40]. 
Physicians and institutions can be held responsible for the actions of ACPs. Under 
the principle of respondent superior, there are circumstances in which the employer 
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can be held liable for the negligence of its employees. This principle does not neces-
sarily apply when an employee is an independent contractor [41].

 Legal Theories

Although the risk of malpractice may not increase with the employment of ACPs, a 
physician or employer can be exposed to liability [42]. In general, ACPs may be 
held directly liable for their actions or omissions, and this is represented by ACPs as 
being listed as the sole healthcare provider in paid malpractice claims 76.81% of the 
time [43]; however, the collaborating physician may also be held liable even if the 
physician did not commit an error [44]. There are several legal theories commonly 
used to attach liability to a physician or employer for an ACP errors: negligent hir-
ing, negligent supervision, and vicarious liability [42, 45].

 Negligent Hiring

Physicians or employers can be found negligent if an ACP is hired and verification 
of the ACPs background is not completed [46]. To determine whether the ACP is 
competent and capable of performing the necessary skills, a review of the ACP edu-
cational background is required, as well as appropriate licensure and certification, 
prior work history, and reviewing references or recommendations from prior 
employees or professors [42, 45].

 Negligent Supervision

State laws and regulations determine the required level of supervision, including 
whether the physician must be in the same physical location as the ACP [42, 45]. 
Negligent supervision arises when the ACP has limited or absent supervision by the 
physician or there is limited or absent documentation of supervision [46]. Many 
states restrict the number of ACPs with whom a physician may collaborate, as 
supervising multiple ACPs increases the potential for liability [7, 14, 42].

 Vicarious Liability

A physician may be held vicariously liable for wrongful actions of the ACP, even 
though the physician did not perform the actions, because the ACP is working on 
behalf of the physician [42, 45]. Vicarious liability to the physician is state depen-
dent; in some states, liability depends on whether the physician has the right to 
control the work done by the ACP, as opposed to a more strict interpretation of the 
statue that a physician will most always be found liable because the ACP acted on 
behalf of the physician [42, 45].
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 Mitigating the Risk of Liability

Physicians and employers can safely incorporate ACPs into clinical practice and 
lessen the exposure to liability. Listed below are suggested actions to minimize 
exposure to liability.

 Negligent Hiring

First, when interviewing and hiring an ACP, check credentials and references to 
ensure truth and accuracy. Check NPDB for malpractice payments or reported 
adverse actions. Always talk with the ACPs prior employer. Next, hire only quali-
fied ACPs with the necessary educational requirement and training needed for the 
position they are hired. Last, be aware of guidelines or policies adopted by the 
employer relevant to ACP practices within the organization.

 Negligent Supervision

First, follow the collaborative or supervisory practice agreement between physician 
and ACPs, subject to state regulations. Second, develop a system to regularly review 
patient charts and the quality of ACPs work for quality assurance purposes, again 
following state regulatory requirements. Third, adhere strictly to the list of duties 
and responsibilities delegated to the ACP. Last, physicians should ensure the ratio of 
ACPs permitted by the state to physicians is appropriate.

 Vicarious Liability

First, properly train and teach the ACP in the specialty area they will be practicing. 
Second, set high standards for the ACP, perform periodic performance evaluations, 
provide meaningful ongoing assessment of competency, and ensure procedures and 
policies are being followed. Third, physicians should act as a positive role model, 
stressing documentation that is appropriate, accurate, and timely. Last, and undoubt-
edly the most important, the physician and ACP should engage in effective com-
munication. The ACP must feel comfortable initiating conversation, asking for 
clarification, and understanding expectations.

 Malpractice Trends for Advanced Care Providers

The National Practitioner Data Bank (NPDB), created in 1990, contains details of 
health care providers’ medical malpractice payments and reported adverse actions 
[42]. The NPDB was created in response to the Healthcare Quality and Information 
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Act of 1986, stipulating mandatory reporting of all payment events to compile a 
complete record of events [43].

 Physician Assistants

From January 1, 2005, to December 31, 2014, NPDB recorded 178,035 malpractice 
claims or adverse actions [40]. PAs accounted for 3064 (2.9%) of these claims. 
These claims against PAs were primarily adverse action claims compared to mal-
practice reports (71.9% vs. 28.1%, p < 0.001). The malpractice claim rate for PAs 
ranged from 1.4 to 2.4 per 1000 PAs in this time period. The adverse action rate for 
PAs ranged from 2.8 to 6.9 per 1000 [40]. The risk ratio of physicians to PAs, a 
metric of probability that one group will experience an event compared to another 
group, declined over this time period, as did the risk ratio of physicians to NPs. PAs 
and NPs were less likely per capita than physicians to have either malpractice pay-
ments or adverse actions [40].

 Nurse Practitioners

The most common types of medical errors committed by NPs have been evaluated. 
When NPs were liable, the medical malpractice claims were diagnosis- or treatment- 
related events [40, 43]. Within the diagnosis-related claims group, the most com-
mon errors were failure to diagnosis (26.59%), delay to diagnosis (11.31%), and 
misdiagnosis (3.15%). The most common error of treatment-related events was a 
delay in treatment, accounting for 2.97% of paid claims [43].

The patient care setting (i.e., outpatient, inpatient, or both) was collected in the 
NPDB beginning in 2004. The most common medical errors committed by NPs that 
were reported to the NPDB occurred in the outpatient setting. Over 80% of 
diagnosis- related claims and over 60% of treatment-related claims occurred in the 
outpatient setting between 2004 and 2014 [43].

The most common patient outcomes in NP paid malpractice claims identified by 
NPDB through years 1990–2014 were serious. Errors leading to death (37.77%), 
significant permeant injury (10.95%), or minor temporary injury (10.67%) 
accounted for 59.39% of patient outcomes for NP paid malpractice claims [43]. 
Across a 10-year period from 2005 through 2014, physicians and NPs had an 
increase in the rate of adverse actions [40]. Adverse actions involve healthcare- 
related criminal convictions, civil infarctions, revocation of provider license, or 
exclusions from Medicare or Medicaid participation.

From 2005 to 2014, there was a decrease in the rate of malpractice reports for 
physicians and an unchanged rate for NPs [40]. However, physicians continue to 
have a higher rate of malpractice rates compared NPs. For example, in 2014, the 
malpractice rate for physicians was 11.2 per 1000 providers compared to 1.2 per 
1000 for NPs [40].

Despite risk control recommendations for NPs to enhance patient safety and 
employ risk management strategies (education and training, communication, 
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protocols, and response), the number of paid NP malpractice claims has increased 
over the last several years [40, 42, 45]. For example, in the 1990s, NP malpractice 
claims averaged fewer than 20 per year compared to approximately 180 in 2011 [43]. 
The increased frequency is reflective of the increase in the NP workforce along with 
more states allowing FPA for NPs. Due to scope of practice regulations, NPs who 
commit malpractice can be held liable and, in addition, may pass a substantial por-
tion of their liability to their supervising physician [44]. However, NPs are less likely 
than physicians to have malpractice payments or adverse reactions compared to 
physicians.

 Certified Registered Nurse Anesthetists

CRNA adverse events and malpractice payments are also captured in the NPDB 
databank. A retrospective analysis of the NPDB data between January 31, 2004, and 
December 31, 2010, revealed a total of 2664 anesthesia-related malpractice pay-
ments, 369 (13.8%) of which were related to CRNAs [47]. The most frequently 
coded severity of injury categories were death (34%), minor permanent injury 
(14%), grave permanent injury (11%), and major permanent injury (11%), respec-
tively [30]. The three most common malpractice allegation categories were improper 
performance (15%), failure to monitor (14%), and problem with intubation 
(12%) [30].

There are several limitations of the NPDB: (a) potential coding errors, (b) delays 
in reporting claim payments, (c) payments that do result in payment are not cap-
tured, and (d) claims against corporations are not included [40, 43]. The lower rates 
of PA, NP, and CRNA occurrences in the NPDB database could be related to ACPs 
being dropped from cases that involve multiple team members including physi-
cians. The lower rates may also be partially due to the “corporate shield” where 
individual providers are not reported if malpractice payments are paid on behalf of 
the hospital or corporation [47].

Regardless of the trending ACP malpractice data and valuable insight into com-
mon themes of ACP medical malpractice, the malpractice data from the NPDB can-
not conclusively indicate that incorporation of ACPs into healthcare practices 
increases or decreases liability.

 Summary

ACPs have a major role in making high-quality, patient-centered healthcare avail-
able to the broadest range of consumers. ACP scope of practice is state specific, 
ranging from full practice authority, reduced, or restricted practice for NPs [5], and 
PA and CRNA scope of practice varies between states, as described above. The 
trend in state regulation of ACPs is less restrictive over time, though variation per-
sists. Influence from federal agencies to reduce barriers to practice and lobbying 
efforts by the ACP professional organizations will continue to shape the landscape. 
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Physician liability extending from ACP errors or clinical misjudgments is a con-
cern; however, malpractice claims are lower for ACPs compared to physician col-
leagues [44]. There are several steps that physicians, ACPs, and healthcare 
organizations can enact to mitigate the risk of malpractice and liability.

Future Trends
A recent combined report from the US Departments of Health and Human Services, 
Treasury, and Labor, titled “Reforming America’s Healthcare System Through 
Choice and Competition” highlights the myriad challenges facing the healthcare 
system and offers insight into a number of proposed regulatory changes previously 
mentioned [12]. This report includes recommendations to broaden the scope of 
practice for PAs, NPs, and other professions to “increase access and drive down 
costs for consumers, while still ensuring safe care” [12]. In addition, the report rec-
ommends reducing or eliminating collaborative/supervisory agreements when pos-
sible. Depending on how these changes may be enacted, ACPs may be exposed to 
more liability [48].

As employers of ACPs navigate the regulatory changes related to the scope of 
practice at the state and national level, they can minimize their liability exposure 
through ensuring a robust hiring, credentialing, and orientation process, as well as 
ensuring that supervision or collaboration complies with current state regulations 
with regard to ACP practice [45]. In addition, routine quality review of procedural 
activity and documentation, as well as other patient safety efforts and adherence to 
practice guidelines and protocols, can both ensure quality patient care delivery and 
potentially reduce liability for employed ACPs [45].
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A Glossary of Terms1

Adjudicate To arrive at or to pronounce a formal judgment, settlement, or deci-
sion about a disputed matter.

Affidavit A voluntary written or transcribed statement or declaration of facts con-
firmed under oath, for use in court or other formal proceeding.

Affirmation Affirmation of truth of statement by attorney, physician, osteopath, 
or dentist. “The statement of an attorney admitted to practice in the courts of the 
state, or of a physician, osteopath or dentist, authorized by law to practice in the 
state, who is not a party to an action, when subscribed and affirmed by him to be 
true under the penalties of perjury, may be served or filed in the action in lieu of 
and with the same force and effect as an affidavit” (CPLR Rule 2106).

Allegation An unproven accusation. A claim or assertion which must be proven. 
In a pleading it may be a statement by one party to an action as an accusation or 
as a defense describing what that party intends to prove.

Allied Healthcare Professionals Healthcare professionals with specialized train-
ing, education, and knowledge who provide direct patient care or complementary 
patient care under the direct or indirect supervision of a physician, surgeon, or 
dentist. Examples may include registered nurses, radiology technicians, dieti-
tians, medical technologists, occupational therapists, physical therapists, respira-
tory therapists, and speech-language pathologists.

Alternative Dispute Resolution Methods other than litigation to resolve a legal 
dispute, such as negotiation, mediation, and arbitration.

Annual Aggregate Limit For claims-made carriers, the annual aggregate limit is 
the maximum amount the carrier will pay for all claims arising from incidents 
that occurred and were reported during a given policy year.

1 The material contained herein is provided for reference and educational purposes only and does 
in no way constitute legal advice. This material is generic and has been compiled from a variety of 
sources. Definitions may vary by state. Consult an attorney with questions regarding the law.
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Answer Written response in which the defendant admits or denies the allegations 
contained in the complaint. A pleading that responds to each allegation in the 
complaint by denying or admitting it or admitting in part and denying in part.

Appeal A request to a higher court to review the decision of a lower or trial court.
Appellant A person who brings an appeal.
Appellee The person against whom the appeal is brought.
Arbitration The use of an arbitrator to settle a dispute. The hearing and settle-

ment of a legal dispute between the plaintiff and defendant by a neutral third-
party arbitrator whose decision will be final. It is potentially a more efficient, 
faster, and cheaper route than litigation.

Assumption of Risk A defendant’s allegation that the injured plaintiff recognized 
the danger of the plaintiff’s course of action but, nonetheless, freely, willingly, 
or willingly chose to assume the risks arising from that danger; an affirmative 
defense in a personal injury or negligence claim. Assumption of risk may be 
express or may be implied from the plaintiff’s words and actions.

Attorney-Client Privilege A legal doctrine that prevents communications 
between an attorney and his or her client from being disclosed or forced to de 
disclosed. The privilege is usually asserted in the face of a legal demand for 
the communications, such as a discovery request or a demand that the lawyer 
testify under oath. This privilege presumes the existence of an attorney- client 
relationship.

Breach of Duty Failure to conduct oneself in accordance with one’s legal rela-
tionship to another.

Burden of Proof The obligation to prove one’s claim is supported by the facts. 
The burden of proof is initially upon the plaintiff or the prosecution. The burden 
of proof may also refer to the level of proof required.

Case Law Case law is a law that is derived from prior judicial decisions; it is com-
mon law and is a collection of precedents derived from prior judicial decisions 
on a particular issue or topic. Case law varies by jurisdiction and thus may have 
a persuasive or binding effect.

Causation In a negligence case, the plaintiff must show that their injury was 
directly caused by something the defendant did (or failed to do). Causation 
involves two different issues: cause in fact and proximate cause. Cause in fact is 
the “actual cause.” Cause in fact is determined by the “but for” test. Proximate 
cause is the “legal cause.”

Civil Generally pertains to disputes, not involving crimes, including family mat-
ters, contracts, medical malpractice, collection of debts, and compensation for 
personal injury or property loss.

Civil Complaint The first pleading in a civil case filed by the plaintiff. It alleges 
the material facts and legal theories to support the plaintiff’s claim against the 
defendant. The complaint is the official document that starts a lawsuit.

Civil Lawsuit A lawsuit in which one does not need to prove criminal liability.
Claim A demand for money, for property, or for enforcement of a right provided 

by law. A set of operative facts creating an enforceable right.

A Glossary of Terms



677

Claims-Made Insurance Claims-made is a form of insurance in which cover-
age is limited to liability for those claims that arise from incidents or events that 
occur and are reported to the insurance company while the policy is in force.

Common Law Law that derives its authority solely from usages and customs of 
the past; this also includes case law precedent.

Comparative Negligence The doctrine of comparing degrees of fault among the 
responsible parties. Comparative negligence does not relieve the defendant from 
liability, but it reduces the number of damages that may be owed to the plaintiff, 
in proportion to the plaintiff’s negligence.

Complainant Also known as the plaintiff.
Contractual Liability Liability arising from the assumption of risk through a 

contract or agreement.
Contingency Fee A fee arrangement in which the plaintiff and his or her attorney 

agree that the fees due to the attorney are due only if the case is resolved in the 
plaintiff’s favor. The contingency fee is usually a fixed percentage of the judg-
ment granted if in the favor of the plaintiff. The attorney’s fee is usually paid 
directly from the award.

Continuance A postponement or an adjournment of a scheduled session of 
a court.

Cross-Examination The interrogation of an opponent’s witness during a trial, 
hearing, or deposition. Cross-examination is limited to matters that were raised 
during direct examination.

Damages Monetary compensation claimed by a person who has suffered a loss or 
injury to his person, property, or rights as a result of the negligence or unlawful 
conduct of another.

Compensatory Damages that cover actual losses and are intended to make the 
plaintiff “whole” again.

Exemplary See Punitive Damages, under Damages
General Damages Monetary damages that are subjective in value, including pain 

and suffering, future problems and crippling effect of an injury, loss of ability to 
perform various acts, shortening of life span, mental anguish, loss of companion-
ship, humiliation from scars, loss of anticipated business, and other harm that is 
not easily assessed a value. Still considered compensatory.

Punitive Damages Damages that are intended to punish a defendant in order to 
assist them in learning their lesson. Rare in civil litigation but does happen in 
extreme cases of negligence or intentional wrongdoing.

Special Damages Monetary damages actually caused by the injury, including 
medical and hospital bills, ambulance charges, loss of wages, property repairs, 
and replacement costs. Often considered compensatory.

Date of Incident The date on which a situation of alleged malpractice took place. 
It can also be called the date of occurrence.

Date of Reporting The date on which an incident was reported to the insurance 
company.
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Declarations Page The portion of an insurance policy states information such as 
the name and address of the insured, the policy period, the amount of insurance 
coverage, premiums due for the policy period, and any coverage restrictions.

Decree An order of the court. A final decree is one that is dispositive of the 
litigation.

Deductible The amount of money the insured person is responsible for paying 
toward a claim. Once the deductible has been reached, the insurance company 
will cover the remainder of the costs.

Default Failure of either party to file required documents or appear in a civil case 
within a certain period of time.

Manufacturing Defects The pharmaceutical drug is manufactured improperly, 
or the drug has become contaminated during the process and causes harm to the 
patient.

Design Defects When a defect is inherent in the design of the product itself.
Failure to Warn A failure to provide sufficient or appropriate instructions, warn-

ings, or recommendations for the use of a biological, drug, or device to the con-
sumer or the learned intermediary.

Defendant The person or party sued in a civil case or accused in a criminal case.
Demand Letter A formal letter sent to the opposing party formally requesting 

some action or a request to cease an action, under threat of legal action.
Deposition Is a sworn out-of-court testimony under oath. A deposition is part of 

the discovery process.
Direct Examination Questioning of a witness by the party who calls the witness, 

in order to support the allegations or the defense.
Directed Verdict A directed verdict is a ruling entered by a trial judge after deter-

mining that there is no legally sufficient evidentiary basis for a reasonable jury 
to reach a different conclusion. Directed verdicts have been largely replaced by 
judgment as a matter of law (JMOL).

Disciplinary Hearing A hearing or professional review conducted by an orga-
nizational, local, or state or federal administrative agency such as a licensing or 
regulatory authority.

Disclosure The release of documents about a person or legal entity; information 
requested or otherwise sought by the opposing party; to divulge information that 
is relevant to the case.

Discovery The pretrial process in which one party discovers the evidence that 
will be relied upon at trial by the opposing party; this typically involves inter-
views, depositions, interrogatories, requests for documents and records, request 
for a plaintiff to receive a medical exam, electronic discovery, and request for 
admissions.

Dismissal with Prejudice An order to dismiss a case in which the plaintiff is 
legally barred from suing or appealing the same cause of action.

Dismissal Without Prejudice An order to dismiss a case in which the court pre-
serves the plaintiff’s right to sue the same cause of action again in the future.

Duty of Care A requirement that a person acts toward others and the public with 
the watchfulness, attention, caution, and prudence that a reasonable person in the 
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same circumstances would use. Failure to meet the standard or reasonable duty 
of care is negligence.

Economic Damages Out-of-pocket expenses. These may include medical bills 
past or future, lost wages or earnings, rehabilitation, vocational retraining, or 
property damages.

Electronic Discovery (e-discovery) the location and process of obtaining data or 
information that is stored in an electronic or digital format.

Established Customary Standard of Care This refers to evidence, usually by 
expert testimony, of that level of skill and care that the average professional 
would provide in a similar situation under similar circumstances.

Evidence A fact presented in court through the testimony of a witness, an object, 
or written documents.

Excess Judgement The amount of additional damages that an insurer is required 
to pay above an insurance policy limit.

Exhibit A document or object that is offered into evidence during a deposition, 
trial, or hearing.

Expert Witness Testimony given by someone who is qualified to speak with 
authority about scientific, technical, or professional matters.

Fault An intentional or negligent failure to act in a reasonable fashion, either 
according to law or according to duty. Fault is a wrong act or error that causes 
injury to another person. The fault may arise out of ignorance, carelessness, neg-
ligence, or even unskillfulness.

Fraud Intentional deception resulting in damage to another, whether to his or 
her person, rights, property. or reputation. Fraud usually consists of a misrep-
resentation, as an affirmative statement or a concealment or nondisclosure of a 
material fact.

Gross Negligence Intentional failure to perform a standard of duty by reck-
lessly disregarding another person’s health or property; also known as willful 
negligence.

Hold Harmless and Indemnification Agreement A method of risk transfer 
in which one party assumes, by contract, the liability for the negligence of 
another party.

Indemnity An agreement wherein one party financially protects another against 
an anticipated loss, such as an insurer who indemnifies an insured.

Independent Medical Examination A second independent medical opinion by 
an impartial party usually at the request of defendant/insurance company.

Informed Consent A process whereby a healthcare provider informs a patient of 
the potential benefits, major risks, and alternatives involved in any surgical pro-
cedure, medical procedure, or other course of treatment and obtains the patient’s 
consent to proceed.

Insurance A contractual relationship through which one agrees to reimburse an 
insured for damage or injury caused by certain stated hazards, dangers, or events.

Insured The individual protected (indemnified) under an insurance policy.
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Interrogatories A form of discovery in which one party submits a series of writ-
ten questions to the other party and to which the latter provides written answers 
under oath

Joint and Several Liability If parties are “jointly and severally liable” for a cer-
tain obligation, it means that each party is liable to pay the full obligation, regard-
less of their proportion of responsibility. The party who pays the full obligation, 
however, can seek from other parties their contribution or share of the liability.

Judgment The official final decision issued by a court regarding a legal contro-
versy or matter.

Judgment Notwithstanding the Verdict A judgment by the court, overruling a 
decision of a jury. One type of judgment as a matter of law (JMOL).

Jury Instructions Directions, or legal rules, issued by the judge to the jury before 
deliberation, including their instructions for reaching a verdict, the laws pertain-
ing to the case, and what must be proven and by whom.

Legal Malpractice When an attorney breaches their legal duty; generally, all 
cases of legal malpractice involve four elements: duty, breach, causation, and 
damages.

Liability A legal responsibility or obligation.
Liability Risk Liability loss or exposure where negligent acts may occur for 

which an organization may be held responsible. The act must be injury to or 
property damage of others. Insurance coverage for this type of risk is called 
“third-party insurance.”

Lien An encumbrance, upon real or personal property, which secures the payment 
of a debt or the performance of a duty.

Limitation of Risk The maximum amount an insurer can be obligated to pay in 
any event.

Litigant One of the parties involved in a legal action.
Litigation The process of settling a dispute through the court system.
Litigation Risk The likelihood of winning a personal injury lawsuit in court 

(rather than settling out of court) usually assessed by one’s attorney in the face 
of unpredictability of trial.

Loss of consortium Damages awarded to the family member of a deceased per-
son for loss of companionship.

Mandate Command from a court directing the enforcement of a judgment, sen-
tence, or decree.

Maximum Medical Improvement (MMI) The point at which an injured per-
son’s condition or injury stabilizes and no further improvement or recovery is 
expected.

Medical Negligence Failure of a physician or other medical professional to meet 
the standards of conduct for duties relating to that profession.

Mediation A settlement of a dispute or controversy through a neutral independent 
party with experience in dispute resolution to aid them in the resolution of a 
controversy without litigation.
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Medical Malpractice Negligence by a professional healthcare provider, such as 
a medical professional or hospital, who departs from the applicable standard of 
care, and that act or omission directly causes injury.

Medical Professional Liability Insurance (MPLI) An insurance product that 
offers financial protection to healthcare providers for liability arising from errors 
and omissions in the practice of their profession.

Motion A formal request that a judge make a ruling or take some action.
Named Insured Any individual whose name actually appears on the insurance 

policy, as opposed to those who may be covered, but are not specifically named 
on the documents.

Negligence Failure to exercise that degree of care that a reasonable person would 
exercise under the same circumstances.

Noneconomic Damages Pain, suffering, inconvenience, loss of consortium, 
physical impairment, disfigurement, and other nonpecuniary damages.

Nose Coverage Retroactive or prior acts coverage which extends the effective 
date of claims-made policies to a date prior to the effective date of a policy

Notary A person with legal training who is licensed by the state to perform acts 
in legal affairs, in particular, certifying or attesting to witnessing signatures on 
documents.

Notice of Claim A letter from the patient or his attorney notifying a healthcare 
provider of the intent to sue.

Notice to Insurer Written notice to the insurance company about an incident.
Nursing Malpractice An intentional act or negligence committed by a member 

of the nursing profession that causes physical, financial, cognitive, emotional, or 
psychosocial damage to a patient under their care.

Occurrence Insurance A type of policy in which the insured is covered for any 
incident that occurs (or that did occur) while the policy is (or was) in force, regard-
less of when the incident is reported or when it becomes a case in controversy.

Opening Statement The initial statement made by each attorney at the beginning 
of a trial outlining the facts each intends to establish during the trial.

Out-of-Court Settlement An agreement reached between the plaintiff and 
defendant which does not require the approval of a court or judge before a trial 
takes place.

Paralegal A non-attorney, who is educated as a paralegal and trained and certified 
to assist a lawyer.

Parties Persons, corporations, or associations who have started a lawsuit or who 
are defendants in a lawsuit.

Pecuniary Damages Referring to the loss of past and future income.
Peer and Quality Review The credentialing and privileging processes used to 

evaluate and measure the competence of professional peers.
Plaintiff The party who initiates a legal action; in a personal injury lawsuit, the 

person who alleges that he or she has suffered monetary damages due to the 
negligence of another party.
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Pleadings Written documents stating the allegations and claims of the opposing 
parties.

Prayer for Relief A request addressed to the court by the plaintiff requesting 
specific remedies or damages.

Precedent When a previously decided case(s) is recognized as the basis and 
authority for determining future cases; the basis for case law.

Preponderance of Evidence A preponderance of evidence means that the proof 
one has presented will simply tip the scales in the plaintiff's favor.

Prior Acts Coverage A claims-made policy feature that protects the Insured for 
claims arising from medical incidents which took place before the inception of 
the current policy for which a claim is not made until after the policy is in force.

Probable Claim Event A policy provision that allows an Insured to trigger cover-
age under its medical professional liability policy by reporting a medical incident 
that is reasonably expected to later result in a claim; this is also known as aware-
ness or incident reporting provision or a discovery clause.

Proceeding Any hearing or court appearance related to a legal case.
Professional Services Services for which a person is licensed, trained, and quali-

fied to perform in the capacity of a healthcare provider.
Proximate Cause The primary or moving reason why an injury or damage 

occurred, and without which the accident would not have happened, if the injury 
in question can be foreseen as a natural occurrence of the action.

Punitive Damages Refers to damages awarded to penalize a defendant for grossly 
negligent, malicious, reckless, or intentional conduct.

Rebuttal Evidence that attempts to explain, counteract, or disprove facts given in 
evidence by the other party.

Redirect Examination Opportunity to present rebuttal evidence after 
cross-examination.

Reasonable Care The level of treatment by a healthcare professional/establish-
ment that would be considered adequate by a fair and sensible person.

Res Ipsa Loquitur Latin for “the thing speaks for itself.” Res ipsa permits the 
jury to infer negligence based on evidence that the injury is of a kind that does 
not ordinarily occur in the absence of negligence.

Respondent Superior A type of vicarious liability that holds an employer liable 
for an employee’s negligent actions. Latin for “let the master answer.”

Retainer Advance payment of fees, or fees and costs, made by a client to an attor-
ney when the client retains the attorney to act on his or her behalf.

Request for Admission A request made by a party in a lawsuit to another in that 
lawsuit to admit to the truthfulness of a fact or the genuineness of a piece of 
evidence.

Request for Documents A request made by a party in a lawsuit to another in that 
lawsuit to provide specific documents or other physical evidence.

Risk Identification and Analysis This step of the risk management process 
includes the identification and analysis of situations or problems that may give 
rise to events or incidents of potential liability.
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Risk Retention Group (RRG) RRGs are insurance companies owned and con-
trolled by a group engaged in similar or related businesses for the purpose of 
ensuring the liability exposures of its members.

Settlement Conclusion of a legal matter; negotiated agreement by opposing par-
ties in a civil suit before or after litigation has begun but before the court.

Sovereign Immunity Doctrine This doctrine provided that no governmental 
body could be sued unless it gave its permission to be sued.

Statute of Limitations A law that determines the period of time that one has to 
file legal action.

Stipulation An agreement, admission, or concession made in a judicial proceed-
ing by the parties or their attorneys, thus relieving a party of its obligation to 
produce evidence in support of an argument or allegation.

Strict Liability The responsibility of wrongdoing to another party regardless of 
their direct involvement in the incident.

Subpoena A legal document issued by the court ordering a person to appear as 
specified and give testimony and/or produce evidence.

Subrogation A process by which a third party is put in the place of a creditor so 
that the rights and securities of the creditor pass to that third person.

Tail Coverage (Extended Reporting Coverage) Coverage that protects the phy-
sician against all claims that arise from professional services performed while 
the claims-made policy was in effect but which were reported after the termina-
tion of the policy.

Tort A civil wrong, giving rise to a cause of action, independent of contract.
Transcript The official verbatim record of a proceeding.
Trier of Facts The jury; or in a nonjury trial, the judge. The person or group 

that analyzes the evidence in order to make a decision about the case or issue in 
dispute.

Verdict A formal decision about the outcome of a case made by a judge or jury.
Vicarious Liability A doctrine that provides that a party is held responsible for 

the negligence of another based solely on the relationship between the parties, 
such as employer and employee or principal and agent.

Voir Dire Commonly known as jury selection.
Wrongful Death A death that occurs because of someone else’s malice, negli-

gence, or recklessness. A lawsuit filed against an individual or company for the 
death of a person due to negligent or wrongful behavior. Wrongful death cases 
are generally filed by a surviving family member (typically spouse), who can 
recover damages for, for example, mental and physical suffering, lost wages, 
funeral and medical expenses for the deceased, loss of income and earning 
capacity, and loss of consortium.
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Belmont Report, 57, 58, 575, 577
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Claim submission, 251–254, 256
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Corporate integrity agreement (CIA), 291
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Electronic health record (EHR), 308, 338
Electronic Media, 328
Electronic Medical Records (EMR), 347, 
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Federal Privacy Act of 1974, 302, 321
Federal Register, 278
Federal Rules of Evidence, 132
Federal Sentencing Guidelines, 433
Federal statutes, 278
Federal Torts Claim Act (FTCA), 363
Federal Trade Commission (FTC), 101
Fee-for service (FFS), 94
FEFCA enforcement actions, 295
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Fifth Amendment, 421
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